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A BRIEF REVIEW OF THE 


Legislative History 
of the Federal Food, Drug, and Cosmetic Act 


WHEN, IN 1933, SENATOR COPELAND INTRODUCED A BILL 
TO REVISE THE FOOD AND DRUG ACT OF 1906, IT SEEMED 
AS IF HE HAD INSTIGATED A REVOLUTION ...OLE SALTHE 








This article was read at a Symposium on Food Quality and Control 
held by the Division of Agricultural and Food Chemistry of the Ameri- 
can Chemical Society in Chicago, April 19, 1948, in commemoration of 
the Tenth Anniversary of the enactment of the Federal Food, omy. 
and Cosmetic Act. 


meeting on the passage of the Federal Food, Drug, and Cosmetic 

Act should be held by the American Chemical Society. Let me read 
an excerpt from a letter from this Society dated October 17, 1936, sent 
to Senator Royal S. Copeland under the signature of Charles L. Parsons, 
Secretary: 


|: SEEMS PARTICULARLY FITTING that the commemorative 


There is no organization in America more deeply interested in the passage of 
proper Food and Drug Acts which will meet the country’s need than this organization. 
The American Chemical Society is one of the largest scientific organizations in the 
world, now having 18,700 members, hundreds of whom are directly and definitely 
agreed in the enforcement of the present Food and Drug Act, and many others deeply 
interested in its relation to industry. I would call your attention rather specifically to 
the fact that it is our group, the chemists of America, upon whose work the government 
will so largely depend when it comes to the question of the enforcement of this Act. 
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Introduction of Bill to Revise the Food and Drug Act of 1906 


When Senator Royal S. Copeland of New York introduced on June 
12, 1933, a bill, S. 1944, providing for the revision of the Food and 
Drug Act of 1906, it seemed as if he had instigated a revolution. At the 
first public hearing on this bill, held on December 7 and 8, 1933, the 
largest Senate committee room was not big enough to hold all the persons 
who wanted to be heard in opposition to the bill. The fact that five years 
and one day later, June 13, 1938, Congress passed a revision of the Food 
and Drug Act of 1906, the revision to be known as the Federal Food, 
Drug, and Cosmetic Act, which met with the general approval of both 
the proponents and opponents of the revision, is a fine page in the history 
of this country. 


Publicity Concerning This Law 


It may be of interest to contrast the publicity concerning this law. 


Immediately following the introduction of S. 1944, which was to 
become known as the “Tugwell Bill,’ after Rexford G. Tugwell, then 
Assistant Secretary of Agriculture, who had encouraged the Food and 
Drug Administration to prepare the revision, a circular was widely dis- 
tributed by a prominent organization of the industry. It read, in part, 
as follows: 

The “Tugwell Food and Drug Bill” will seriously affect employment and morale 
in the chemicals, drugs and allied products industries; food and kindred industries; 
transportation; the printing, publishing, and allied industries; and the paper and sup- 
lies industries. It will put thousands of men and women out of work. It will close 
dozens of manufacturing plants and hundreds of stores. It will hurt thousands; it will 
help none. It will lower the standard of living, increase medical costs, increase the tax 
burden, and curtail research and knowledge. 
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Contrast that publicity with the editorial which appeared in one of 
the country’s leading newspapers on Sunday, July 10, 1938, a month 
after the passage of the law: 

Judged in its entirety, the act is a forward step. The old law of 1906 was a his- 
toric piece of social legislation. Yet it was negative. It prohibited deceit, but it did 
not compel virtue. Because it is more positive, the new law should have a salutary 
effect on raising the quality of food, drugs and cosmetics. The law is the result of a 
valiant struggle by the late Senator Copeland. It stands as a monument to his 
pertinacity, good sense, and interest in the welfare of the public. 

And, finally, let me read from an editorial published by one of the 
leading trade journals on March 22, 1948, ten years after passage of the 
law: 

The drug and cosmetic industries accept the Act as the blueprint not only of legal 
commands to be obeyed, but also as the measure of their obligations to the public. 
Emotional antagonism to the Act has disappeared. Today, no one regards the Act 
as an unwarranted invasion of private rights or as an arbitrary, hard-boiled means of 
harrassing the manufacturer of products shipped interstate. Rather, it is looked upon 
as a working tool which has benefited both the manufacturer and the consumer. The 
day of blindly fighting its principles and objectives has passed. To the great majority 
of producers, the Act has become a code of ethics, a statement of policy which has 
proved highly satisfactory to all concerned. 


Legislative History 


Time will not permit a detailed discussion of the legislative history 
of this law, which began on June 12, 1933, when the first bill providing 
for revision of the Food and Drug Act of 1906 was introduced by Sena- 
tor Copeland and ended on June 25, 1938, when President Franklin D. 
Roosevelt signed the Federal Food, Drug, and Cosmetic Act. 


The bill was considered by the Seventy-third Congress, the 
Seventy-fourth Congress, and the Seventy-fifth Congress. Two public 
hearings were held, one on S. 1944 and another on S. 2800, a revised 
form of S. 1944, which was reported out by the Senate Committee on 
Commerce and debated in the Senate, but the Seventy-third Congress 
adjourned without having taken any action. 


Early in the first session of the Seventy-fourth Congress, after public 
hearings, the Senate passed this bill, which was now known as S. 5. 
Public hearings were also held by the Committee on Interstate and For- 
eign Commerce of the House, and S. 5 was passed by the House at the 
second session of the Seventy-fourth Congress. Because of amendments 
by the House, it was referred to a conference of both Houses. After a 
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number of protracted and hectic meetings, a conference report was agreed 
to by the conferees of both Houses. The Senate accepted the conferees’ 
report, but the House rejected it. In fact, this was the last official act of 
the Seventy-fourth Congress, which adjourned with shouts from the 
floor: “Copeland shall not pass this House!" The controversial point on 
which the bill failed was that the House would not agree to giving the 
Food and Drug Administration any authority to regulate false advertis- 
ing of food, drugs, and cosmetics. 


At the first session of the Seventy-fifth Congress, S. 5 was again 
passed by the Senate, but it was not until the third session of this Con- 
gress that it was reported out, and passed by the House, with amend- 
ments. During this delay, the Congress passed an amendment to the 
Federal Trade Commission Act, giving the Federal Trade Commission 
specific authority to regulate false advertising of food, drugs, and cos- 
metics. By this adroit legislative procedure, the provisions of the Food, 
Drug, and Cosmetic Bill relating to the control of false advertising were 
automatically deleted. 


Because of the many amendments which the House made in the 
bill as passed by the Senate, the bill was again referred to conference. As 
had been earlier suggested to Senator Copeland by Vice President John 
N. Garner, a law as controversial as the Food and Drug Law should be 
rewritten in conference. This is actually what happened. The bills 
passed by the Senate and the House both contained weakening amend- 
ments. It was in the elimination of these weakening amendments that 
Senator Copeland made his greatest contribution to this law. 


The two chief points of difference were the provisions relating to 
seizure and the court review. The conferees came together on the seizure 
provision, but for a time it looked as if the bill would fail again because 
of disagreement on the court review section. However, a compromise 
finally was effected on this provision, agreeable to the conferees of both 
Houses, and the Senate and the House accepted the report of their 
conferees. 


Here it might be of interest for me to relate one of many sidelights 
in the legislative progress of this law. When the conferees could not 
agree on the court review section, Senator Copeland asked representa- 
tives of the Attorney General's Office and the Solicitor’s Office of the 
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Department of Agriculture to see if they could draft an amendment 
which would be acceptable to the conferees of both Houses. After an 
all-night session, they presented a draft to Senator Copeland which he 
asked me to clear with Mr. Beaman, House Legislative Counsel. We 
called in Mr. Campbell and Mr. Crawford of the Food and Drug Ad- 
ministration, and, after an extended discussion, another amendment was 
drafted placing court review in the Circuit Courts of Appeal, instead of 
the District Courts. I presented this amendment to Senator Copeland, 
Chairman of the Senate conferees, and Mr. Beaman presented it to 
Congressman Lea, Chairman of the House conferees. They both agreed 
to this amendment and immediately thereafter obtained the approval of 
the other conferees. 


Unfortunately, most of the legislative history of this law is not to 
be found in the committee reports and the debates which took place on 
the floor of the Senate and House. The numerous informal conferences 
between the Senators and Congressmen in charge of this bill, with 
representatives of the Food and Drug Administration, consumer groups, 
and industry, determined to a large degree the scope and intent of this 
law. These changes may be found by comparing the many amendments 
made in the different drafts of the bill considered by the Senate and 
the House committees. Actually, these committees considered 29 dif- 
ferent drafts of this law. 


Contributors to the Writing of the 1938 Law 


This law was not written by a single individual or a single group of 
individuals. It was written by a number of different groups. For the 
government, as represented by the executive branch, the chief contribu- 
tors were Walter G. Campbell, Paul B. Dunbar, and Charles W. Craw- 
ford of the Food and Drug Administration, and P. M. Cronin, J. B. 
O'Donnell, and J. F. Moore of the Solicitor’s Office of the Department of 
Agriculture. For the government, as represented by the legislative 
branch, the chief contributors were Senator Royal S. Copeland of New 
York, Senator Josiah W. Bailey of North Carolina, Congressman Clar- 
ence F. Lea of California, Congressman Virgil Chapman of Kentucky, 
and Congressman Carl E. Mapes of Michigan, and Steven E. Rice, 
Middleton Beaman, and Allan H. Perley of the Legislative Counsels’ 
Offices of the Senate and House. For industry, the chief contributors 
were Charles Wesley Dunn of the Grocery Manufacturers Association, 
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James F. Hoge of the Proprietary Association, and Hugo Mock of the 
Associated Manufacturers of Toilet Articles. For the consumers, the 
chief contributors were the representatives of twelve national women’s 
organizations, led by Miss Alice Edwards of the American Home 
Economics Association, Mrs. W. T. Bannerman of the National Con- 
gress of Parents and Teachers, and Mrs. Harris E. Baldwin of the Na- 
tional League of Women Voters. 


Government Working with Industry and the Public 


In the passage of this law, a pattern was established which might 
well be adopted in solving some of the serious problems of today. It 
showed that government, as represented by the legislative and executive 
branches, could work together with industry and the public in bringing 
about mutual agreement on a measure which would have an important 
effect upon the public at large. Certainly government and industry 
could not have been further apart than they were when this bill was first 
proposed, and certainly no more controversial legislative measure could 
be offered in Congress, where it was necessary to reconcile the many 
differences of opinion of the members of the House and Senate, who were 
representing their various constituents in industry and the public. An 
editorial published shortly after the passage of this law aptly expresses 
this view. It says: 

So completely did the bitter competitors unite to cooperate with Congress in 


working out a decent and effective law that there has now been created between 
government and the food, drug and cosmetic industries a spirit of friendly helpfulness 


that never has existed. 
[The End| 
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The Enforcement 
of the Federal Food, Drug, and Cosmetic Act 


BY PAUL B. DUNBAR . . « FOODS, DRUGS, AND COSMETICS 
ARE PURER, SAFER, AND MORE HONESTLY LABELED BECAUSE 
OF THE CONSTRUCTIVE EFFORTS OF THE GOVERNMENT 
AND INDUSTRY TOGETHER TO MAKE THEM SO , 





This article was read at a Symposium on Food Quality and Control 
held by the Division of Agricultural and Food Chemistry of the Amer- 
ican Chemical Society in Chicago, April 19, 1948, in commemoration 
of the Tenth Anniversary of the enactment of the Federal Food, Drug, 
and Cosmetic Act. 


was on April 4, 1939, at the Baltimore meeting. That was when 

this law of June 25, 1938, whose tenth anniversary we com- 
memorate, was still in swaddling clothes, with only the sections relating 
to certain types of dangerous products in effect. At that time, the 
Food and Drug Administration was engaged in working out the pre- 
liminaries for enforcement, and the regulated industries were busily 
making the adjustments essential to compliance. 


[= LAST TIME it was my privilege to speak to this Division 


Deficiencies in the 1906 Food and Drug Act 


The 1906 law, spearheaded by Dr. Harvey W. Wiley and a small 
group of crusaders, was the first exercise of national authority over 
interstate commerce in foods and drugs. It proved to be of incalculable 
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Commissioner of Food and Drugs 





benefit to American consumers. Despite its manifold virtues, enforce- 
ment brought out weaknesses in this law as an instrument of consumer 
protection: court interpretations limited its scope, and changes in pro- 
duction and consumer practices revealed conditions requiring control 
which were beyond its coverage. 


In a militant way, Walter G. Campbell proceeded to correct these 
deficiencies. Chief of the Food and Drug Administration from the time 
it was made a separate organization in 1927 until his retirement in 
1944, Mr. Campbell led the struggle to give the American consumer the 
protection he was entitled to receive. 


Contributors to the Framing of the 1938 Act 


Many members of the Congress and many representatives of indus- 
try and of government made valuable contributions to the framing of 
this legislation during the five years of debate which preceded its passage. 
No one will deny, however, that first mention should be made of two 
men— Walter G. Campbell and the late Dr. Royal S. Copeland, who 
carried the standard for a stronger food and drug law through Congress 
during these long years of give-and-take battle. Senator Copeland used 
all of his legislative ingenuity in the face of vigorous opposition fostered 
by segments of industry that thought the proposed law would hamper 
their operations. Eventually, he secured the passage of a statute which 
surrendered no fundamental principle, but represented a combined fair- 
ness to honest manufacturers and the interests of consumers. This 
law is a fitting monument to a sincere legislator, a work which any 
member of Congress would be proud to have bear his name. Senator 
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Copeland lived just long enough to secure its passage in the Senate— 
a week later death robbed him of the satisfaction of witnessing its 
signature by the President. 

In this brief résumé we cannot pass over the liaison work of Senator 
Copeland's loyal assistant, Ole Salthe. Mr. Salthe’s fruitful efforts to 
arrange the bill in its present consistent and logical fashion, to bring 
about agreement between legislative committees, and to secure sym- 
pathetic understanding of its purposes on the part of the regulated 
industries will always stand out in our memories as one of the most 
constructive and well-played roles of the story. 

On June 30, 1940, the Food and Drug Administration was trans- 
ferred from the Department of Agriculture to the Federal Security 
Agency, and the Administrator of the Agency became the responsible 
enforcing officer. The new environment has been a favorable one. The 
Agency is charged with many activities essential to the public welfare 
and has consistently viewed the enforcement of the Food, Drug, and 
Cosmetic Act as a vital consumer protective measure. 


Ten years ago, we recognized that the new law was in some respects 
a compromise. We could not foresee what the future would reveal as 
to its weakness and its strength. We thought, however, that it was 
a good law. The past decade has revealed that our evaluation was 
correct. Court interpretations have, in general, upheld and strengthened 
the authority of the statute. Where weaknesses have been revealed, 
Congress has manifested an interest in prompt legislative correction. 


In all fairness, it mut be said that the regulated industries today 
support adequate enforcement and the legislative correction of defects 
in the law when they occasionally become apparent. Without their 
collaboration, it is doubtful whether any of the strengthening amend- 
ments added to the act since 1938 would have been enacted. 


When I spoke to this Division in 1939, some of those present, I 
have no doubt, were none too happy about the outcome of the legislative 
struggle. They anticipated no easy time in bringing their products and 
labeling into compliance. Today I am glad to pay tribute to their 
success in meeting the new requirements. 


Let me add that not all the wisdom in the legislative contest was 
on our side. Our recommendations received some destructive criticism, 
but there was likewise much constructive help that eventually resulted 
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in a better law than would have emerged if criticism had been withheld. 
That type of constructive help has continued during the past decade. 
The new law has developed a species of teamwork between the gov- 
ernment and the industries directed to public protection. 


Evolution of the Administrative Structure 


This ten-year period has been interesting as a period of evolution 
of administrative law. In this effort, industry has cooperated sympa- 
thetically and effectively. Regulations have been worked out in collab- 
oration for such diverse subjects as antibiotics, food standards, coal-tar 
colors, and new drugs. 


We have built up an administrative structure which is by no means 
perfect but which will be improved. We have learned, at least, that 
the best approach to effective enforcement is through a policy of frank- 
ness and mutual helpfulness in dealing with that big proportion of the 
regulated industries which is seeking to do a legal business. At the 
same time, we must unrelentingly pursue the minority which fails to 
meet its obligation under the law. 


The First Decade of Federal Law Enforcement 


We are not the first to take stock of what ten years of enforce- 
ment of a law designed for public protection have accomplished, nor 
to recognize the part played by industry. Dr. Carl L. Alsberg, Dr. 
Wiley’s successor as Chief of the Bureau of Chemistry, presented in 
his 1917 annual report a comprehensive summary of the work accom- 
plished during the first decade of enforcement of the 1906 act. After 
recording the enforcement statistics and discussing its effectiveness as 
corrective legislation, he said: 

The suppression of fraud upon the consumer and of unfair competition among 
business rivals are but two faces of the same coin. In consequence the food indus- 
tries are sincerely and effectively supporting and helping the Bureau of Chemistry 
to enforce the law. Indeed, the Bureau is not infrequently appealed to by the indus- 
tries to compel the cessation of unfair practices and to encourage the standardization 
of products when the industry is incapable by itself of bringing about these results. 

Some of the abuses listed as corrected during the first decade of 
Federal law enforcement appal us today. Dr. Alsberg records the dis- 
couragement of impure manufacturing reagents that contaminated food- 
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stuffs with such poisons as arsenic and lead, infants’ soothing sirups 
containing opium, the use of medicines as tipples, encouragement of 
drug addiction by the use of the very drug to which the person was 
addicted, consumption cures, and cancer cures. Those were rugged 
days. There still persists, however, an element that will victimize the 
consumer in any way the public and the law-enforcement officer will 
permit. Nostrums for serious diseases are no longer the stock items 
common to the corner drugstore, but the Food and Drug Administration 
is even today struggling to prevent their distribution by a few individ- 
uals who seek every possible subterfuge to prey on the gullible. Believe 
it or not, we still encounter vendors of cure-alls who apparently believe 
that their wonder-working concoctions were revealed to them in dreams. 
An alternative is a formula handed down from generation to generation 
from some picturesque ancestor, preferably an Indian medicine man. 


Accomplishments Under the 1938 Act 


Nine years ago, while the Food and Drug Administration was con- 
structing a groundwork to support the new law, I| outlined to this group 
the pronounced differences between the act of 1938 and the older statute. 
Most of these differences were in the nature of added requirements. 
Perhaps today the best way to evaluate its accomplishments is to review 
that outline. 


Cosmetics and Therapeutic Devices Subjected to Regulation 


The principal substantive additions were cosmetics and therapeutic 
devices. The first seizure under the new act was against a poisonous 
eyelash dye that had caused injuries, even blindness, because of its para- 
phenylenediamine content. By 1940, the few types of potentially injuri- 
ous cosmetics had been removed from the market. 


Dangerous devices were banned immediately upon the signing of 
the new law, and prompt action was taken against a diverse list of 
harmful articles. ‘When the misbranding provisions went into effect, 
actions involved devices bearing fantastic claims. Among the early 
prosecutions was one against the shipper of copper and zinc heel plates 
purporting to generate electricity in the body of the wearer, thereby 
dissolving uric acid in the blood and relieving high blood pressure, 
glandular trouble, and asthma, “usually in 30 days.” The first device 
injunction restrained further shipments of an electric belt claiming 
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benefits in the treatment of 57 disorders, listed alphabetically from 
asthma to varicose veins. 


The war slowed down the manufacture of these contraptions 
because the promoters could not obtain priorities for materials. A 
wooden war model was substituted, however, by the manufacturer of a 
nationally distributed colored light machine which was labeled with the 
slogan ‘‘no diagnosis,’ and was guaranteed to cure all “imbalances of 
the body,” including diabetes and cancer. Surrounded by an aura of 
mysticism and cultism, the fanatic promoter fought through three and 
one-half years of court actions. He received the highest fine yet imposed 
under the act, coupled with a suspended jail sentence calculated to put 
him out of business permanently, and in February lost an appeal of 
his sentence. 

The post-war period brought a boom in therapeutic devices. The 
countless electrical spare parts on the war-surplus market enticed many 
individuals into this field. The peak year was 1946 when 69 mis- 
branded devices were seized, ranging in price up to $6,500. It appar- 
ently is too profitable a business to be abandoned without great 
regulatory pressure. We are still on the threshold of enforcement ac- 
tivities against violative devices. 


Safety of New Drugs Must Be Established 


The character of drug control was materially changed by the broad- 
ened provisions of the 1938 law. The new-drug section. which required 
the establishment of safety for new drugs before they could be marketed, 
was one of the last to be added to the bill. It was tragic-born legisla- 
tion, closely following the death of more than a hundred persons who 
had used an untested drug. 


By coincidence, this provision, which went into effect as soon as 
the new law was approved, came almost at the beginning of a new era 
of medication. It demanded of the industry a new control for the safety 
of important chemotherapeutic agents, which it met promptly and effec- 
tively. Today the industry has competent pharmacologists who can 
and do conduct adequate tests of the safety and efficacy of new chemical 
compounds and of new uses and dosages for the old. 


Our responsibility is that of evaluating the results of these tests. 
It is not a task to be taken lightly. As I told you nine years ago, “with- 
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holding a valuable drug from an ailing public may result in untold 
suffering, while * * ™* undue haste in releasing a drug which may 
be potentially dangerous may likewise prove disastrous.” Our medical 
officers have the responsibility of being continually aware of develop- 
ments in therapeutics and of weighing relative hazards. When drugs 
having dangerous potentialities are released, it is because their thera- 
peutic virtues under proper administration far outweigh their dangers. 


With three months to go to complete a decade of new-drug con- 
trol, 4,311 applications have been made effective. While 90 per cent 
of these are adaptations of formerly known and used drugs, the remain- 
ing ten per cent, or about 430, represent new therapeutic agents, which 
both quantitatively and qualitatively far exceed those in any other 
decade in medical annals. 

Practically all drugs are dangerous if not properly administered. 
Of those dangerous under any conditions of use, dinitrophenol disap- 
peared as a medicinal agent when the dangerous drug provisions were 
enacted, and these provisions were likewise invoked to drive lethal 
abortifacients from the market. While these incidents are dramatic, 
they are, fortunately, infrequent. 


Honest and Informative Labeling on Lay Medicines 


This law was not intended to outlaw safe and efficacious self- 
medication. In its enforcement, we are attempting to carry out the 
congressional will in seeing to it that lay medicines are honestly and 
informatively labeled with the indications for their use and directions 
as to when and how to administer them, and with warnings against 
their misuse. We make a fundamental distinction in our regulations 
between lay and prescription drugs; the latter may be sold by the retail 
druggist only on prescription. Numerous criminal actions were brought 
against retail druggists for the indiscriminate sale of such drugs without 
prescriptions. One of these cases finally reached the Supreme Court. 
This Court, last January, sustained the government's action, holding 
that Congress intended to have the protective features of the law carried 
through to the ultimate consumer.' 


With the limitations of the 1906 law removed, the campaign 
against misleading claims on medicinal preparations resulted, in some 





1 [United States v. Sullivan, (U. S. Sup. Reports, { 7076; 3 Food Drug Cosmetic Law 
Ct., 1948), CCH Food Drug Cosmetic Law Quarterly (1948) 131.] 
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cases, in driving all claims from the labels to more devious media, such 
as collateral advertising and oral representations of pitchmen and 
“health” lecturers, while the products were labeled only by noncom- 
mital names. To attack this regulatory problem, we are now directing 
action against such articles on the charge that they bear inadequate 
directions, since the labeling does not indicate how they are to be used 
in treating the diseases for which they are represented as useful by oral 
or advertising claims. 


Amendments to Meet Current Needs 


One current type of drug control could not be anticipated in 1938. 
By prompt and unanimous legislative amendments to the act, predistri- 
bution certification of insulin, penicillin, and streptomycin was made 
mandatory when the Federal Security Administrator recommended that 
such control be enacted in the interest of public health. All three of 
these groups of important drugs require rigid production controls and 
are used for conditions that might lead to fatalities if they were not 
of the potency or purity required. Manufacturers of these products 
accepted the proposals for these amendments with little hesitation and 
have operated under them in an entirely satisfactory way. 


Sanitation Improvements in the Food Industry 


We come next to the changes brought in the control of foods by 
the 1938 law. 

One of the most important provisions is that which outlaws condi- 
tions whereby a food may be contaminated with filth. This has facili- 
tated correction of many forms of factory insanitation. It has led, also, 
to organized industry efforts to effect basic corrections. Under the lead- 
ership of their trade associations, many food industries have employed 
specialists in sanitation to assist member firms to eliminate rodents and 
insects, use only sound and clean raw materials, and protect food from 
contamination and spoilage at every stage. These are not merely the 
fussy concepts of the regulatory officer. They are standards of decency 
the consumer expects, the industry is proud to maintain, and these times 
demand for the prevention of tragic losses during a world shortage 
of food. 

Our activities in filth control received a grave set-back last year 
when the courts overruled the seizure of an interstate shipment of 


Enforcement Page 16] 








food that had been contaminated by rodents at a destination ware- 
house. This brought to a halt a type of consumer protection that 
had been exercised for 40 years. The Federal Security Administrator 
recommended amendatory legislation to clarify the jurisdiction of the 
Federal government in such cases. An amendment repairing this defect 
in the language of the law passed the House unanimously on January 13 
and is now listed for an early hearing before the Senate Committee on 
Interstate and Foreign Commerce. 


Deleterious Ingredients in Food Prohibited 


The adulteration provision prohibiting the use of deleterious 
ingredients in food appeared in the act of 1906 and was reenacted in 
a more effective form in the present law. Under this provision, we have 
removed from the market in the past decade many shipments of foods 
and beverages containing toxic compounds added as preservatives or 
“stabilizers.” 


An entirely different tye of deleterious ingredient is mineral oil 
employed as a food ingredient, which a few years ago we looked upon 
as an economic cheat rather than a health hazard. There has been 
growing evidence, within the past five years, that mineral oil is not 
only a fraudulent substitute for food oils, but that it is definitely deleteri- 
ous by reason of its effect on the assimilation of a number of essential 
nutritional factors. In the light of convincing medical testimony in two 
contested seizures involving mayonnaise-type products containing large 
proportions of mineral oil, the courts found for the government. 


We do not often encounter foods that have inherently toxic prop- 
erties, but, when we do, they may be removed from consumer channels, 
whereas under the 1906 Act the government was required to establish 
that the poisonous ingredient had been added. As an example, at 
certain times of the year and in certain waters clams ingest plankton 
organisms which render them toxic. Numerous shipments of such con- 
taminated shellfish have been apprehended. 


Labels Required to Tell the Whole Truth 


The broadening of the misbranding definitions gave new impor- 
tance to label reading. While the old law was a negative one, with 





2 [United States v. Phelps Dodge Mer- certiorari denied 330 U. S. 818, CCH Food 
cantile Co., 157 F. (2d) 453 (CCA-9; 1946), Drug Cosmetic Law Reports § 7023.] 
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prohibitions against falsehood in label statements, the present statute 
is a positive one, with emphasis on the sin of omission. It is not enough 
to avoid a deliberate lie on the label; this label must now tell the whole 
truth and must tell it in plain language which can be understood by 
the ordinary purchaser who is not versed in technical terms. 


The present public interest in adequate nutrition has offered a 
fertile field for the promoter. Our regulatory efforts have been directed 
not only toward false claims and “scare copy’’ making vague misrepre- 
sentations as to the inadequacy of the normal American diet, but also 
toward requiring foods purporting to be enriched with vitamins and 
minerals to declare the amounts in terms the average person can readily 
understand. 


Formulation of Definitions and Standards of Identity 


The law's provision for the promulgation of definitions and stand- 
ards for food products has helped materially in controlling the enrich- 
ment of foods ‘‘to promote honesty and fair dealing in the interest of 
consumers.” Definitions and standards of identity have been promul- 
gated by the Administrator for plain and for enriched foods, with no 
middle ground for the type of partial enrichment that may mislead the 
purchaser. Some of you nutritionists have given very worth-while 
assistance in the formulation of standards. 


Legal standards for foods, as was expected, have simplified the 
problem of establishing adulterations in the courts and, what is equally 
important, have afforded the sincere manufacturers a protection against 
the unfair competition of debased articles. In addition, they have 
brought benefits to the consumer far beyond those originally anticipated. 
The food economy has been abnormal for more than seven of the last 
ten years. During war time, the existence and enforcement of standards 
for many of the basic commodities that came within the rationing pro- 
gram were of particular importance. 


Sharper Enforcement Teeth 


Finally, we come to the last point covered in my 1939 outline of 
differences—the sharper enforcement teeth of the current law. 


When the 1938 statute was enacted, our legal associates were 
deeply impressed by the addition of the injunctive procedure as an 
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enforcement weapon. The Federal courts and many members of the 
regulated industries share this view of the value of this provision. 
Injunctions have corrected violations in some cases after seizures and 
criminal actions failed to do so. 


Injunctions have been particularly effective under conditions which 
do not lend themselves to the customary procedure of removing violative 
shipments from the market, such as the use in dairy products of unfit 
milk supplied by local shippers, and insanitary bakeries that make a 
rapid distribution of perishable items to nearby interstate points. Public 
health has been protected by injunctions against the shipment of lethal 
abortifacients, nostrums with false and misleading curative claims, pop- 
corn with a therapeutic dose of mineral oil in each consumer package, 
and crab meat from deplorably insanitary plants. 


The time has passed when the violator can expect to receive as a 
penalty a nominal fine which he can regard merely as a license to con- 
tinue an illicit business. Each year the total of the fines assessed and 
the number of fines of $1,000 or more has increased, and numerous jail 
sentences have been imposed. By the tenth birthday of the act there 
will have been nearly 20,000 seizure actions and about 2,650 criminal 
cases instituted. The courts, in general, have shown a true spirit of 
corrective action in determining the penalties to be imposed, with 
inquiries into current conditions and the qualifications of defendants to 
engage in business affecting public health and decency. Liberal use has 
been made of probationary periods and the suspension of a part of 
the sentence as a deterrent to further violations. 


Scientific Work the Basis of Enforcement 


This report would be incomplete without reference to the scientific 
work on which sound enforcement must be based. Textbooks on the 
detection and proof of adulteration frequently have the value of yester- 
day's newspaper; the pace the willful adulterator sets is rapid, and 
his course is devious. The staff laboratories must also make funda- 
mental research studies to form a groundwork for enforcement policy. 
To mention a few of our scientific studies in the food field, the decade 
has brought rapid and more accurate determinations for many of the 
vitamins, progress in establishing chemical indices for the objective 
measurement of decomposition, better microanalytical methods for the 
detection and identification of filth and the detection of the use of 
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decomposed raw materials in foods, investigations of the relation of 
contamination in the finished product to sanitary conditions in the plant, 
and pharmacological investigations that have established the suitability 
or harmfulness of various ingredients in use or proposed for use in foods. 
Similar studies have been made for cosmetics and drugs, including the 
pioneer work in penicillin and streptomycin and some of the newer 
antibiotics. 


While we cannot go into the details here, the Administration takes 
pride in the contributions of its staff to the scientific research of the war 
period, both in their own highly specialized subjects and in entirely 
different fields in which they were selected by the National Research 
Council to make investigations. 


Conclusion 


Dr. Alsberg found the results of the first ten years of Federal Food 
and Drugs Act enforcement good. We are convinced that the first 
ten years of the Federal Food, Drug, and Cosmetic Act have been 
better. If this were not so, it would be a serious indictment of the 
law itself and of this Administration and the industry. 


Consumer benefits have come not only from police activities against 
the minority fringe, which activities the law-abiding members of the 
regulated industries have strongly supported. Foods, drugs, and cos- 
metics are purer, safer, and more honestly labeled because of the con- 
structive efforts of the government and industry together to make them 
so, and because we have the backing of Congress and the courts in 
making this law a strong, working instrument for consumer protection. 


[The End] 
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The Federal Food, Drug, and Cosmetic Act 
and the Food Industry 


THE FOOD INDUSTRY HAS PLAYED A RESPONSIBLE PART 
IN BUILDING A STRONG NATIONAL LAW AGAINST THE 
ADULTERATING, MISBRANDING OR FALSE ADVERTISING 
OF ITS PRODUCTS .. . BY CHARLES WESLEY DUNN 








T his article was read at a Symposium on Food Quality and Control 
held by the Division of Agricultural and Food Chemistry of the Ameri- 
can Chemical Society in Chicago, April 19, 1948, in commemoration of 
the Tenth Anniversary of the enactment of the Federal Food, Drug, 
and Cosmetic Act. 


Federal Food, Drug, and Cosmetic Act. It became a law on June 

25, 1938, although it was not fully effective until one year later. 
We appropriately commemorate that anniversary of this Act, because it 
is a great national law to safeguard public health and private economy. 
Indeed, the fact is that it is the most important law in the land, to the 
consuming public. 


[ees MEETING is to commemorate the tenth anniversary of the 


I am invited now to discuss this Act, from the standpoint of its 
historical and basic relation to the food industry; and my credentials to 
do so are two. The first credential is that for 35 years I have been general 
counsel for the Grocery Manufacturers of America, Inc., which is the 
national association of the food industry and includes its leading manu- 
facturers. Consequently, I have been in a position to observe the dis- 
position of that industry toward the law of this Act, and its effect 
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thereon. The second credential is that I participated in the legislative 
development of this Act, from its inception and in its application to both 
the food and pharmaceutical industries. For I have also been general 
counsel of the American Pharmaceutical Manufacturers’ Association, 
for the same number of years. 


a. Food Laws from 1906 to 1938 


This Act prohibits the adulteration and misbranding of food, drugs, 
and cosmetics, with respect to interstate or foreign commerce. It succeeds 
the Federal Food and Drugs Act of June 30, 1906, which was the 
original national law against the adulteration and misbranding of all 
food and drugs entered in such commerce. The food industry supported 
that Act, and collaborated in its enactment. The first bill for it was intro- 
duced in 1879, and the long delay in its enactment was due to legislative 
causes. They may be generally explained by saying that it was a new 
and experimental national law, which presented many difficult and con- 
troversial questions that time alone could settle. 

While the 1906 Act was a good national food and drug law in basic 
respects, it contained serious defects of provision and omission. They 
arose out of its pioneer development and compromise enactment. Hence, 
when this Act was enacted, it immediately raised the problem of its 
corrective amendment, which the food industry likewise supported. For 
that industry initiated or approved numerous indicated amendments, re- 
lating to food. They were: the Gould Amendment of 1913, to require 
a statement of the net weight, measure or numerical count on the label of 
packaged food; the Kenyon Amendment of 1919, to make the Gould 
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Amendment reach wrapped meats; the Butter Amendment of 1923, to 
define this food and provide a standard for it; the Canners’ Amendment 
of 1930, to authorize standards of quality, condition, and/or fill for 
canned food; and the Sea~-Food Amendment of 1934, to authorize a 
production inspection of that food. These amendments have the signifi- 
cance that they were five of the six amendments to the 1906 Act, in its 
life; and that the most important ones were initiated by the food industry 
itself. The remaining amendment was the Sherley Amendment of 1912, 
which prohibited the false and fraudulent therapeutic representation of a 
drug. It has the significance of being the only drug amendment to this 
Act, and of actually having a weakening effect in comparison with the 
strengthening effect of the food amendments. Furthermore, the food 
industry sponsored additional strengthening amendments, which were 
not enacted. A conspicuous example is the amendment I drafted and 
Senator Copeland proposed in 1932, which authorized the administrative 
establishment of a definition and standard of purity for each basic food. 
Such authority is fundamental to a strong national food law. It should 
be noted that the food industry also promoted the enactment of state 
legislation uniform with the 1906 Act, to supplement it; and of important 
Federal and state legislation against the adulteration and misbranding 
of specific foods, for their further control. 


But the amendments thus made to the 1906 Act were not enough, 
for more were required to correct its serious defects. In the course of 
time it became increasingly clear that this Act should be comprehensively 
revised, to bring it abreast the urgent modern needs of such a national 
law. A revision to make it also reach therapeutic devices, obesity and 
analogous remedies, and cosmetics; to fortify its protective regulation 
of food and drugs; and to improve its administration and enforcement 
throughout. That revision was long recommended by the administrators 
of this Act, and it eventually arrived at a legislative stage in April 1933, 
when the Department of Agriculture conferred with the food, drug, cos- 
metic, and advertising industries, on the terms of a bill therefor. 


b. Legislative History of the 1938 Act 


The conference with the food industry was on April 28, 1933. I 
attended it for the Grocery Manufacturers of America, Inc., and ap- 
proved a sound and constructive revision of the 1906 Act. In doing 
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so, I suggested numerous provisions of this revision, from an exem- 
plary standpoint. 


It was then suggested that the Act be revised in the following 
(among other) particulars: (1) to consolidate its administration in the 
Secretary of Agriculture; (2) to increase the penalties; (3) to eliminate 
the “distinctive name” joker; (4) to enlarge the ban against unwhole- 
some food; (5) to strengthen the injunction against oral misrepresenta- 
tion; (6) to outlaw deceptively shaped and filled containers; (7) to 
require an informative label; (8) to prohibit false advertisement, as well 
as adulteration and misbranding; and (9) to authorize the administrative 
establishment of reasonable definitions and standards of purity for basic 
foods. This authority was that proposed in 1932. As to the prohibition 
against false advertisement: it was designed to parallel the prohibition 
against misbranding and to run only against a false or misleading repre- 
sentation about the food itself. It was suggested on the principle that the 
revised Act should forbid any such representation, however made; and 
the 1906 Act did not reach an advertisement, because it was aimed at 
adulteration and misbranding, and commercial advertising was then at 
the beginning of its modern development. Furthermore, this limitation 
on the application of the revised Act to a false advertisement appropri- 
ately left its control otherwise to the Federal Trade Commission Act. 
In suggesting a prohibition of such an advertisement in the former Act, 
I was careful to add that it should not involve an advance government 
censorship. It may be noted here that I also attended the preliminary 
conference with the drug and cosmetic industries on April 27, for the 
American Pharmaceutical Manufacturers’ Association; when I further 
suggested drug and other revisions of the 1906 Act, whereby (for ex- 
ample) it has the aforesaid product extension and outlaws medicines 
dangerous to health, when taken as directed. 


After all these preliminary conferences, the Department of Agri- 
culture completed the first in its series of five bills to revise the 1906 Act 
and to enact a succeeding Federal Food, Drug, and Cosmetic Act. 
Senator Royal S. Copeland of New York introduced and sponsored 
these bills in Congress; and their proposed law was subject to extensive 
committee hearings and floor debates. The original bill was Senate 
1944, in the Seventy-third Congress. It was introduced on June 12, 
1933, and died in the Senate committee. The four succeeding bills 
were: Senate 2000 in the Seventy-third Congress, which also died in 
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that committee; Senate 2800 in the same Congress, which died on the 
Senate floor; Senate 5 in the Seventy-fourth Congress, which passed 
both the Senate and House and was then defeated in the House by a 
190 to 70 vote on June 20, 1936; and Senate 5 in the Seventy-fifth 
Congress, which became a law on June 25, 1938. There was no vote 
recorded against its passage, in either branch. Hence, the revised Act 
was enacted about five years after its first proposal; and it nearly be- 
came a law some two years earlier. This delay in its enactment occurred 
notwithstanding the general public approval of a revised Act, and was 
principally due to two causes. They were: first, the earlier bills con- 
tained certain extreme provisions, which invited sound objection; and 
secondly, a bitter legislative controversy developed over two major 
provisions. The latter were the provision for the seizure of a contraband 
article, the objection being to its form; and the provision to prohibit 
false advertisement, the objection being to its substance. The contro- 
versy over the seizure provision was settled on a compromise basis, long 
before the revised Act became a law; whereas that over the false adver- 
tisement provision could not be settled in that way and only ended when 
this provision was transferred to the Federal Trade Commission Act 
instead. That was done by the Wheeler-Lea Act of March 21, 1938; and 
when it became a law the road was clear for an enactment of the Federal 
Food, Drug, and Cosmetic Act, about three months later. I note that 
it was this controversy which prevented the enactment of that Act in 
1936. 


It should be emphasized here that the law against the false adver- 
tisement of food, drugs, and cosmetics thus transferred from the Federal 
Food, Drug, and Cosmetic Act to the Federal Trade Commission Act 
is a new and special one, which is designed to supplement the law against 
adulteration and misbranding in the former Act, and which is distinct 
from the general law against unfair or deceptive practices in the latter 
Act. Hence, the result of this transfer was to divide the national food, 
drug, and cosmetic law into two parts, with the Secretary of Agriculture 
administering the part against adulteration and misbranding and the 
Federal Trade Commission administering the part against false adver- 
tising. This division of that law was fundamentally unsound, in my 
view. For it is actually one law; each part of it expresses the same 
public policy; and both parts of it are better administered by the same 
agency. And manifestly this agency in its immediate conception is the 
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Food and Drug Administration (first in the Department of Agriculture 
and now in the Federal Security Agency), because it was created to 
administer the national food and drug law; it (or its predecessor ) has ad- 
ministered this law, from its inception; it is, therefore, best positioned 
and experienced to do so; and it has done so with eminent success. 


c. Part Played by the Food Industry in Securing Legislation 


The first bill for the Federal Food, Drug, and Cosmetic Act con- 
tained all the provisions suggested by the food industry at the preliminary 
conference with it. They are all incorporated in this enacted Act, with 
the single exception of that against false advertising. The industry's 
suggestion of these constructive provisions remains to its credit, notwith- 
standing they were basically indicated and officially recommended. 
Furthermore, the industry collaborated with Senator Copeland and 
Representative Lea (its sponsor in the House) in the legislative develop- 
ment of this Act, and thus added many other valuable provisions thereto. 
It was enabled to do so for one reason, because I worked in close asso- 
ciation with Senator Copeland throughout that development of this Act. 
Finally, the industry urged an enactment of this Act in 1936, in the 
form then approved by the Senate and rejected by the House; and also 
urged its enactment in 1938, in the terms then accepted by both branches 
of Congress. 

Consequently, the record is clear that the food industry played a 
responsible part in building a strong national law against the adultera- 
tion, misbranding, or false advertisement of its products. For, as we 
have seen, it first supported the enactment of the original Federal Food 
and Drugs Act of 1906; it next supported a corrective amendment of that 
Act; it then supported the enactment of the succeeding modern Federal 
Food, Drug, and Cosmetic Act of 1938; and it is now supporting the 
enactment of the basic enforcement amendments thereto, proposed by 
H. R. 4071. This bill passed the House without objection, and is now 
before the Senate, where its early passage is indicated. I testified for it 
at both the House and Senate committee hearings, in behalf of the 
Grocery Manufacturers of America, Inc., the American Pharmaceutical 
Manufacturers’ Association, and the Section on Food, Drug and Cos- 
metic Law of the New York State Bar Association, of which I am 
chairman. It makes three amendments to the 1938 Act. The first amend- 
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ment extends the jurisdiction of its seizure law in Section 304 (a), 
whereby it reaches a food, drug, or cosmetic that becomes adulterated or 
misbranded while held for any sale after its shipment in interstate com- 
merce. That amendment is required to reverse a denial of such jurisdic- 
tion in the Phelps-Dodge case,’ and to effectuate the great purpose of 
this Act, which is to protect the consuming public in the circumstances. 
The second amendment equally extends the jurisdiction of the criminal 
law in Section 301 (k) of this Act, because manifestly it should have 
the same enforcement reach as the seizure law which it supplements. 
The third amendment corrects that criminal law whereby it runs against 
adulteration in addition to misbranding, as it should. Its failure to do 
so was a legislative error. 


There can be no sound objection to these amendments from the 
standpoint of their enforcement and protective need. Likewise, there 
can be no constitutional objection now to the first two amendments, on 
the ground that they extend the jurisdiction of the Federal Food, Drug, 
and Cosmetic Act into the domain of intrastate commerce. For they 
deal with an article which has actually been shipped in interstate com- 
merce; and in the recent Sullivan? case the United States Supreme 
Court squarely decided that this Act follows such an article down 
through its retail sale in intrastate commerce, because it is designed to 
safeguard the consuming public. In short: H. R. 4071 simply amends 
the aforesaid seizure and criminal laws in the 1938 Act to reach what 
our highest court decided in that case it may constitutionally reach, 
namely, any sale of a food, drug, or cosmetic after its shipment in inter- 
state commerce. This decision is the most significant one yet made under 
the national law represented by the Federal Food, Drug, and Cosmetic 
Act; and it completes the protective value of this Act. For the Act is 
thus given a comprehensive jurisdiction over a food, drug, or cosmetic 
from the time it enters interstate commerce until it is finally sold at retail 
in intrastate commerce, to prevent its adulteration or misbranding in 
either commerce—a jurisdiction which supplements that of a state or 
municipality over intrastate commerce, and consequently does not inter- 
fere with it. Hence, this Act remains consistent with our dual form of 


government. 





1 [United States v. Phelps-Dodge Mercan- 2 [United States v. Sullivan. (U. S. Sup. 
tile Co., 157 F. (2d) 453 (CCA-9; 1946), cer- Ct., 1948). CCH Food Drug Cosmetic Law 
tiorari denied 330 U. S. 818. CCH Food Reports { 7076: 3 Food Drug Cosmetic Law 
Drug Cosmetic Law Reports { 7023.] Quarterly (1948) 131.] 
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d. Comparison of the 1906 and 1938 Food Laws 


The Federal Food, Drug, and Cosmetic Act of 1938, as thus 
amended, is the strongest national law of the kind. The strength of its 
food law is disclosed by comparing this Act with the original 1906 Act. 
The following comparison suffices now. From an administrative stand- 
point, the 1938 Act grants a much larger authority to make regulations 
and investigations; and it sanctions a basic factory inspection, which the 
1906 Act did not. From an enforcement standpoint, the 1938 Act has a 
longer reach and provides for much stronger seizure and criminal pro- 
ceedings; and it creates an additional injunction proceeding, which the 
1906 Act did not. From a food regulation standpoint, the 1938 Act 
contains much broader definitions of adulteration and misbranding; it 
empowers an emergency production control necessary to protect health, 
which the 1906 Act did not; and it authorizes the administrative estab- 
lishment of reasonable definitions and standards of identity and reason- 
able standards of quality and fill for any food, subject to incidental 
exceptions, which the 1906 Act did not. 


Through its broader definitions of adulteration, the 1938 Act out- 
laws a food containing any poisonous or deleterious substance which may 
render it injurious to health, whether that substance is natural or added; 
whereas the 1906 Act ran only against an added substance. The 1938 
Act authorizes an administrative limitation on the quantity of that added 
substance and an administrative control of added coal-tar colors, neces- 
sary to protect health; whereas the 1906 Act did not. The 1938 Act 
outlaws a food unfit to be consumed, for any reason; whereas the 1906 
Act did not. The 1938 Act outlaws a food produced or held under in- 
sanitary conditions, whereby it may have become contaminated with 
filth or injurious to health; whereas the 1906 Act did not. The 1938 Act 
outlaws a food in a container composed of any poisonous or deleterious 
substance, which may render its contents injurious to health; whereas 
the 1906 Act did not. The 1938 Act outlaws a food containing a sub- 
stance added to increase its bulk or weight or to make it appear better 
or of greater value than it is; whereas the 1906 Act did not. And the 
1938 Act contains special provisions to safeguard confectionery, which 
the 1906 Act did not. 


Through its broader definitions of misbranding, the 1938 Act out- 
laws any false or misleading representation about a food, whether on its 
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label or in accompanying matter; whereas the 1906 Act referred only 
to a label. The 1938 Act then goes on to provide that, in determining 
whether the labeling of a food is misleading, any failure to reveal material 
facts shall be taken into account; whereas the 1906 Act did not. Further- 
more, the 1938 Act requires a fully informative and plainly devised label 
for a food and outlaws any misleading container of it; whereas the 1906 
Act did not. The additional information which the 1938 Act requires 
on the label includes, with respect to a food: (1) its common or usual 
name, if any, or its official name, if it is a food for which a definition 
and standard of identity has been prescribed; (2) the common or usual 
name of each ingredient, in case it is a food fabricated from two or more 
ingredients, or the common names of optional ingredients, if it is a food 
for which a definition and standard of identity has ben prescribed; (3) 
the name and business address of its producer or distributor; (4) the 
disclosure of any chemical preservative and artificial coloring or flavor- 
ing; (5) the information about its dietary properties, which is adminis- 
tratively required; and (6) a statement that it falls below a prescribed 
standard of quality or fill, when that is so. It should be noted here that 
the 1938 Act repeats the requirement in the 1906 Act for a label state- 
ment of the net weight, measure, or numerical count, with respect to 
packaged food; and its requirement (in effect) that imitation food be so 


labeled. 


The foregoing explanation of the 1938 Act is an elementary one, 
with which you are already familiar; but it serves a valuable purpose, 
on this commemorative occasion. For, on the one hand, it recalls the 
strength of the revised food law in this Act; and, on the other hand, it 
proves that, in supporting the enactment of this Act as hereinbefore de- 
scribed, the food industry desires a strong national law against the 
adulteration, misbranding, or false advertisement of its products. Fur- 
thermore, this Act is certain to become ever stronger through pro- 
gressive amendment. That is manifestly so, because the law of this 
Act is inherently an evolutionary one; and its amendment will be re- 
quired, from time to time, to correct found defects or to satisfy new 
requirements or otherwise to improve its protective value. 


e. Proposed Amendments Affecting the Food Industry 


There are important questions of amendment, which students of this 
Act are now considering. I will mention three of interest to the food 
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industry, but on which it has not yet taken a stand. The first question 
is whether this Act should be amended to provide an advance control 
of chemical insecticides and fungicides for use on growing fruits and 
vegetables, to make sure that they will not render such foods unfit or 
dangerous for consumption. There is a precedent for that control in 
the ‘‘new drug” and ‘‘drug pretesting” sections of this Act, which have 
proven to be basically satisfactory; and the facts may be said to require 
it. For there has been a fundamental advance in the development of such 
insecticides and fungicides, since the war; they have been more or less 
marketed, I am informed, without first appropriately determining their 
ultimate food effect; and there was a recent example of that situation, 
which caused grave concern to both the government and canners. The 
second question is whether this Act should be amended to create its 
independent administration by the Food and Drug Administration, and 
to vest in it the additional administration of all related Federal acts, 
which are similarly designed to safeguard the consuming public. (At 
present it also administers the Federal Filled Milk, Import Milk, Tea 
Importation, and Caustic Poison Acts; whereas there are other analogous 
Federal acts, which are differently administered. For example: the 
Biologic Products and Meat Inspection Acts; and also the Agricultural 
Marketing Act of 1946, to the extent it provides for food standards 
(etc.).) One may strongly argue that the Food and Drug Admin- 
istration should have the same independent status as the Federal 
Trade Commission, and that its reduction to a subordinate position 
in a general agency is inherently contra-indicated and potentially 
endangers a due administration of this Act, as our experience with 
the Fulbright-Taft Bill (Senate 140) has shown. Hence, there are 
cogent reasons for this amendment, consistent with the principle of 
administrative centralization, and the Hoover Commission on Organi- 
zation of the Executive Branch of the Government will doubtless in- 
vestigate it. The third question is whether this Act should be amended 
to transfer the special law against a false advertisement of food, 
drugs, and cosmetics back from the Federal Trade Commission Act, 
to the Food, Drug, and Cosmetic Act where that law was originally 
intended to be. This amendment has been approved by the pharmaceu- 
tical and cosmetic industries, and by the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association. There is a 
powerful case for it, from the standpoint of consolidating the national 
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food, drug, and cosmetic law and unifying its administration, in the best 
hands; and, therefore, the Hoover Commission will doubtless investigate 
it also. Any such consolidation of this law should meet two conditions. 
The first condition is that a false advertisement law in the Federal Food, 
Drug, and Cosmetic Act should be confined to false or misleading repre- 
sentations, which are within its regulatory field; whereby such repre- 
sentations otherwise remain subject to the law against unfair competition 
in the Federal Trade Commission Act. The second condition is that the 
provisions for enforcing this false advertisement law in the former Act 
should be appropriate, in the circumstances. 


f. Strong National Food Law Desired by the Food Industry 


The food industry desires a strong national law against the adultera- 
tion, misbranding, or false advertisement of its products, for three mani- 
fest reasons. In the first place, this industry has an unquestioned 
obligation to support the enactment of such a law, because it is required 
to protect the consuming public from a serious health injury and the 
purchasing public from a serious economic injury. In the second place, 
such a law is also required to protect the industry itself from seriously 
injurious acts in the production and marketing of its products, which 
otherwise attend their unregulated conduct. And, in the third place, such 
a law is further required by the industry to provide a standard for uni- 
form state and municipal legislation, which is essential to the due pursuit 
of interstate commerce. All of which is intended to say in effect that 
such a law expresses the legislative philosophy of a democratic govern- 
ment in a free society, with respect to private business; which is to regu- 
late its conduct, so far as this is necessary to safeguard it and the public 
it serves, and otherwise to leave it free. 

Hence, this law is the very fcundation on which the food industry 
basically exists and progresses. It safeguards the integrity of this indus- 
try, and permits its constructive operation and development. That is 
plainly so because the industry then lives under an order in which its 
products are sold and purchased on the basis of their true identity and 
actual value; and it thus has a rewarding incentive to improve their 
production and increase their value, from an individual and competitive 
standpoint. It is this incentive which has been the fundamental cause 
of the great modern advance in the scientific production of foods and in 
the scientific research that has progressively created new, better, and 
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cheaper toods. For these (among other) reasons it may be accurately 
said that the national food law has been a profound influence in develop- 
ing the science of nutrition, which is the science of food, and in providing 
our people with the highest food standards in history, which are nowhere 
surpassed. The significance of this reference to the science of nutrition 
is indicated by the statement that the advance in public health primarily 
depends on the progress of this science as distinguished from the science 
of medicine. 


g. Tribute to the Sponsors of This Legislation 

On this occasion we should pay appropriate tribute to those who 
were principally responsible for the enactment of the Federal Food, 
Drug, and Cosmetic Act. From an executive standpoint they are Messrs. 
Walter G. Campbell, Paul B. Dunbar, and Charles W. Crawford; and 
from a legislative standpoint they are Senator Royal S. Copeland, with 
his able assistant, Mr. Ole Salthe, and Representatives Clarence F. Lea 
and Virgil Chapman. Of them, two stand out as the fathers of this great 
legislation, namely, Mr. Walter G. Campbell and Senator Royal S. 
Copeland. Consequently, their names will always remain high in the 
history of our national food, drug, and cosmetic law. [The End] 


NOTICES OF JUDGMENT 


The Federal Security Agency has issued the 
following Notices of Judgment under the Fed- 
eral Food, Drug, and Cosmetic Act: Foods 
Nos. 10701-10900, issued March 1948, 10901- 
11100, issued April 1948; and Drugs and 
Devices Nos. 2101-2150, issued April 1948, 
2151-2200, 2201-2250, issued May 1948. 
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The Federal Food, Drug, and Cosmetic Act 
and the Drug Industry 


BY JAMES F. HOGE 


THE PROGRESS AND PROSPERITY OF THE DRUG INDUS- 
TRY ARE INSEPARABLE FROM AN EVER-WIDENING ORBIT 
OF PUBLIC SERVICE AND FROM AN OBEDIENCE TO EVER- 
RISING STANDARDS OF SAFETY AND EFFICACY 





This article was read at a Symposium on Food Quality and Control 
held by the Division of Agricultural and Food Chemistry of the Ameri- 
can Chemical Society in Chicago, April 19, 1948, in commemoration of 
the Tenth Anniversary of the enactment of the Federal Food, Drug, 
and Cosmetic Act. 


us that they do. In our attitudes toward them, high qualities 

of sentiment become lucent. Even our birthdays! We like to 
remember them although we may prefer not to count them. Memory 
is a distinguishing feature of man. What a strange thing it is! Con- 
scious recollection, wherein incidents of long past years live with the 
vividness of today! 


Avs that they do sound responsive chords and speak well for 


As now we call up memories, we remember that the law whose 
enactment is commemorated was much of faith, ‘the substance of things 
hoped for, the evidence of things not seen.”' The late Senator 
Copeland, who guided it through its five-year course in Congress, did 
not live to see it finally enacted. Death came to him on June 17, 1938, 
between the time it passed the Congress, and June 25, when it was signed 





' Hebrews 11:1. 
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by the President. Senator Copeland, a physician, made it the major 
effort of his public career—and, as it happened, his final effort. 


Walter G. Campbell, then Chief of the Food and Drug Adminis- 
tration, and his associates of whom his next in command was Com- 
missioner Dunbar, here present, championed it for years. Dr. Dunbar 
can tell us how truly it was the “substance of things hoped for.” 
Today's presiding officer, Mr. Ole Salthe, the “good right arm” of 
Senator Copeland, in a very real way literally saw it through. Except 
for his faith, patience, tenacity, and intelligence, this would not be the 
tenth anniversary of a new Food, Drug, and Cosmetic Act. 


Industry had its faith, too. Though raked and mucked in the 
fashion of the times, industry, or a large part of it, foresaw the practical 
worth of this law to producer and consumer. 


Retentiveness—similar to but yet distinguishable from memory— 
is the basal fact of ail life. The past retained in the present by its 
influence on the present! On continuity depends all growth and devel- 
opment. Succeeding stages of life rise out of, and continue, the pre- 
ceding ones. What will be is dependent upon what is, and what is 
rests upon what has been. Thus the words of the inscription on the 
National Archives Building in Washington: ‘What is past is 
prologue.” 


Memory of the Food, Drug, and Cosmetic Act 
Born in June 1933 


So now we mark the tenth anniversary of the Federal Food, Drug, 
and Cosmetic Act. We must go back a decade and a half. For that 
is when memory about it was born, that is, June 1933, with the intro- 
duction of the “Tugwell Bill," so called because of the sponsorship 
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of Professor Rexford G. Tugwell, then Assistant Secretary of Agricul- 
ture under Secretary Wallace and now, incidentally, one of the 
co-chairmen of the “National Wallace for President Committee.” 


We ought to begin there because, notwithstanding the lurid aspects 
of its early sponsorship and composition, the substance of the new law 
was advocated then and because the evolution of the law onward from 
that point was in the American tradition of free discussion, open negotia- 
tion, and constructive compromise. The strength and the service of 
the law, which the decade has revealed, were nurtured and prepared 
in the half decade before its passage. Made right in its formative years, 
it has worked right in its operational years. As goes the old adage: 
“Just as the twig is bent the tree’s inclined.” * 


It took its course through years when there was impatience in low 
and high places with our Constitutional processes. Some of the 
impatience no doubt sprang from deep-seated conditions of emergency. 
Much, however, came from the opportune circumstances of expediency 
for the disconsolate. The theme or marching song of that period might 
appropriately have been the old hymn, “Come Ye Disconsolate.”’ 


Basic Concept of a Government of Laws Affirmed 


There evolved in 1938 a law of which all who collaborated in the 
forming of it might have pride. It affirms the basic concept of a gov- 
ernment of laws. So outstanding is that, that it seems appropriate 
to emphasize it as one of high significance in the commemoration of 
this anniversary. 


The drug industry, by its nature, is imbued with a public interest. 
It should not be owned by the government or operated by the govern- 
ment. But its progress and prosperity are of necessity, and by its nature, 
inseparable from an ever widening orbit of public service and from an 
obedience to ever rising standards of safety and efficacy. 


It is timely also to emphasize this because the issue of this gen- 
eration—it seems that the twentieth century shall be known for the 
contest of this issue—is drawn between law and force. That issue is 
not new with this century. It is only that it has been drawn again in 





2 Pope, Moral Essays, Epistle i, Line 149. 
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our time, and on a scale and in terms of power never before seen on 
Earth. The tragedy, reaching beyond all contemporary inconven- 
ience, is that man has not yet found the means and the spirit to resolve it. 


The issue comes, too, at this time in an old setting: the mass 
against the person; the individual of no importance except as compos- 
ing a part of the mass. Monsignor Fulton J. Sheen said recently, “One 
takes up communism to escape self by destroying self in the mass.” * 
The individual ever has had to fight to escape envelopment in the crowd. 
That, too, is as old as the history of man. Indeed, that might be called 
the history of man. The glory of a government of laws is not that 
man is spared that fight but that he has the right and the opportunity 
to make it. 


It has been said that ‘the center of gravity of legal development 
lies not in legislation nor in juristic science, nor in judicial decision, 
but in society itself.""* That is to say, I think, that the meaning of 
law is found in its social consequences. Law's practical value is not 
as an abstraction, not its derivation from self-evident principles or its 
force of logic, but its practical impact upon the enterprises of men as 
individuals and as in society. 


The Essentials of Drug Control 


See what has happened in the field of the drug law. Not only 
has this law brought to the public better assurance of pure drugs made 
and packaged under sanitary conditions, but it has brought them under 
labeling completely informative so that they are capable of intelligent 
self-use, or else restricted to professional supervision. Such labeling 
must be truthful and without misleading implications, and the drug must 
be safe for use under the conditions set out in the labeling. The essen- 
tials of drug control are purity of composition, informative labeling, 
truthful labeling, and safe labeling. 


Composition and Labeling of New Drugs 


An extra safeguard as to new drugs is provided with respect both 
to composition and to labeling. The word “‘new’ does not have its usual 
meaning. It is applicable not only to articles ‘new’ in that sense, but 





3 Catholic Hour, WNBC, March 21, 1948. * Eugen Ehrlich. 
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to articles which, in themselves old, appear in new compositions, new 
proportions, or under recommended new uses. This is the so-called 
“new drug section.’ It came into the law in the latter stages of its 
drafting as a result of the tragedies following the introduction of the 
so-called Elixir of Sulfanilamide in the autumn of 1937. It was formu- 
lated in an earnest effort to prevent a recurrence of similar cases. But 
its justification is sound in principle also. No drug should be offered 
for sale until it has been tested by all known and appropriate methods 
to determine its safety. 


To comply with this section, the person responsible for a new drug 
must submit to the Food and Drug Administration evidence on which 
findings may be made as to the adequacy of the tests and methods 
employed in investigations to show whether or not the drug is safe 
for use under the conditions prescribed in its proposed labeling. There 
must also be submitted a showing that the methods, facilities, and con- 
trols pertaining to the manufacture, processing, and packing of the 
drug are adequate to preserve the drug's identity, strength, quality, 
and purity. 


Experiment, both laboratory and clinical, research, admixture of 
ingredients, proportions, uses, and dosages are all necessary considera- 
tions in determining safety. As applied to drugs, safety is relative. 
Valuable drugs with potentiality for good also have potentiality for 
harm because of wide and varied uses among many people with many 
and different reactions. Useful information about the relative safety 
of drugs is derived from experiments on animals, but many side effects 
must be established by experience in human patients. 


Requirements To Be Met by Drug Labels 


The labeling requirements of the Act are highlighted in three 
principal sections: 502(a), that the labeling must not be misleading 
in any particular; 502(f), that the labeling must bear adequate direc- 
tions for use and adequate warnings against unsafe use; and 502(j), that 
the drug must not be dangerous to health when used in the dosage or 
with the frequency or duration recommended in the labeling. 


The outstanding one of these is 502(f), requiring that a drug shall 
have adequate directions for use. That was the most significant pro- 
vision, as to drugs, in the new law. It is the key, unlocking not only 
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beneficial effects of the Act, but also problems of administration and 
compliance. It is an outgrowth of this provision that divides drugs 
between prescription and over-the-counter articles. Many former dis- 
tinctions and divisions in the drug field have either disappeared or 
undergone marked changes as a result of it. 


Problems of compliance have sprung up, too, as bearing upon 
medicinals and the appropriate cataloging of them. Problems have also 
appeared with respect to a third class of drugs, that is, chemicals. 
Sometimes it is not too clear when chemicals, especially bulk goods, are 
within the law's definition of drugs and when they are without, as, for 
instance, when they are strictly for industrial use. The difficulty of 
applying the provision for adequate directions is readily evident when 
one comes into such twilight zones. 


1938 Act Not Inscrutable or Uncertain 


No more just criticism is made of law than that it is inscrutable 
and uncertain. That is ever the problem: to make clear the principles, 
rules, and norms of conduct whereby society holds together as a political, 
economic, and sociological unit. From the standpoint of the drug 
industry, dare one claim for the Federal Food, Drug, and Cosmetic 


Act that it meets this severe criterion? To an appreciable extent, it does. 
Clarity sometimes may be sacrificed in efforts by industry to avoid, and 
by government to over-reach, the stated provisions of the Act. Stretch- 
ing of statutory powers always plays into the hands of law's critics, 
and absorption with trivia robs law of its purpose and perspective. 
Intelligent administration—and this law has intelligent administration— 
must ever distinguish between a disposition to test the full extent of 
statutes to satiate a bureau’s appetite for power and a disposition to 
apply statutes to effectuate the full intent of the Congress. 


Relationship of Government to the Governed 


Of chief contemporary importance everywhere is the relationship 
of government to the governed. Manufacturers of drugs, proprietary 
or ethical or chemical, are acutely and materially affected. Whether 
there is any place for proprietary drugs at all depends upon the nature 
and substance of that relationship. And, remember that “proprietary”’ 
is now a broad term covering not only the ancient so-called ‘patent 
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medicines,” but the modern extended and ever-growing field of branded, 
trade-marked, packaged medicines of pharmaceutical and professional 
character. ‘‘Proprietary,”’ of course, implies property and the rights 
incident to it. Property exists only by law. Laws which apply specifi- 
cally to intangible aspects of property have particular significance. They 
determine the place, the scope, and the life itself of proprietary 
businesses. 


Perhaps the effects of the law have been most generally noticeable 
among medicines advertised and sold direct to the public. It has worked 
many changes in the composition, labeling, and advertising of them. 
It has accomplished the demise of some of them. But it has definitely 
worked ultimate good for them as a class; has enabled them to achieve 
an economic position as medicines compounded according to approved 
formulas, under standardized control, with uniformity of strength, con- 
veniently packaged, popularly priced, and made available to all the 
people. As thus they maintain such a position—as thus they serve 
the public—they establish their right to existence and to a place in 
the drug industry. 


While the effects of the new statute may be more generally notice- 
able upon the medicines advertised and sold direct to the public, the 
impact of the law has been no less real and far-reaching upon those 
frequently referred to as “ethical,” that is, drugs sold only on prescrip- 
tion and drugs which, while not advertised to the public, are, never- 
theless, sold direct to the public. 


A System for Affirmative Control and Regulation 


All along the line, the new Act has proved to be more than a 
“tightening up” of the old law at a few specified places. It has set 
up an entirely new system for affirmative control and regulation. It has 
provided swift and effective restraints and punishments as companions 
to expansive definitions. But, the over-all effect of this law on the 
whole industry has been as salutary for the industry as it has been 
for the public. There has appeared in the working out of it a constant 
ratio between public and industrial advantage. 


And as for the attitudes, one toward the other, between the gov- 
ernment administrative agency and the industry, it would be difficult 
to portray a better relationship. That is so without the aid of com- 
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parison. But when in memory one goes back a decade and a half, the 
change is incredible. Where then there was hostility in attitude and 
utterance, there are now mutual respect, candor, and cooperation. So 
great a transformation may be accounted for, in part, by the character 
of personnel in the Administration and in industry, but, even so, a law 
of sound purpose and structure has been the source-spring for the 
substantial and growing good will which today pertains to the legal 
status of the drug industry. 


1938 Act Soundly Rooted in a System of Private Enterprise 


Cast in its historical light, the Federal Food, Drug, and Cosmetic 
Act is soundly rooted in a system of private enterprise and is a safe- 
guard for a competitive economy. It is a decade that we commemorate, 
but the roots go deeper in the years and continue strong in retention. 
Passage of the Food and Drugs Act of June 30, 1906, drawn up by 
Dr. Harvey Wiley, was a highly significant event, marking the inward 
reach of a tide of effort for effective control of the nation’s food and 
drug supply. The effort began as early as June 16, 1848. Between 
January 20, 1879, and June 30, 1906, 190 measures were presented in 
Congress which were designed in some way to protect the consumer 
of food and drugs. 


From the first, this was intended to be an economic as well as a 
public health law. That stamp was put upon it by President Theodore 
Roosevelt in his annual message to the Congress on December 5, 1905: 

I recommend that a law be enacted to regulate interstate commerce in mis- 
branded and adulterated foods, drinks and drugs. Such law would protect legiti- 
mate manufacture and commerce, and would tend to secure the health and welfare 


of the consuming public. Traffic in foodstuffs which have been debased or adulter- 
ated so as to injure health or to deceive purchasers should be forbidden. 


Back in 1917, Dr. Carl L. Alsberg, of the Bureau of Chemistry, 
in his report for that year,® reviewed the administration of the first ten 
years of the Act of 1906 and made this significant observation: 

The Food and Drugs Act was among the first of that group of laws which 
today would be classed as laws for the prevention of unfair competition. The 


suppression of fraud upon the consumer and of unfair competition among business 
rivals are but the two faces of the same coin.* 





5 Annual Reports of the Department of tion, Brookings Institution Service Mono- 
Agriculture, 1917, p. 210; Weber, G. A., graph No. 50, pp. 25-30. 
The Food, Drug & Insecticide Administra- ® Weber, p. 27. 
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The importance of this law to the public is readily observable. It 
applies to the necessaries of life. The whole population of the whole 
country—each and every person—is affected by this law whether he 
is conscious of it or not. And, it is a compliment to the law when 
the beneficiaries of it are not constantly conscious of it. In its rela- 
tionship to the citizen, the government is more the servant of the citizen 
when the law through which it speaks operates with a naturalness and 
an absence of officious conspicuousness; when the law formulates a 
pattern wherein the citizen finds his place, opportunity and security 
without a constant awareness of the law. That is then government by 
law at its best. 


The importance of this law to the industries is perhaps not so 
readily observable unless one assumes, as he should, that the interests 
of producers are, in the long run, the same as the interests of con- 
sumers. Short-term advantages may accrue to producers in circum- 
stances in which the public’s interests are sacrificed. But the 
long-term test is the right one for industrial prosperity and permanence. 


That is the test appropriately to be applied in determining the place 
of government, for the long-term test is the true gauge on law itself. 
All too frequently government is prone to use the short-term rule. The 


easier way—the short cut—is to skeletonize a statute and leave it for 
administrators to fill it. The last two decades have been characterized 
by that. The question of government relationship has acquired its 
present prominence through the hazards and uncertainties born and 
bred of that practice gone rampant. 


Enforcement in the Courts 


Sometimes it is said that “in spite of" the fact that this law must 
be enforced in the courts rather than under administrative procedure, 
the Act has had an outstanding record for constructive achievement. 
That is an apologetic way to state it . . . especially considering that 
this is a law which imposes criminal penalties and works forfeitures of 
property. It is not a matter of being ‘‘in spite of'’; but of being ‘“because 
of."” It is because this Act is enforced in the courts. It is because the 
administrators of this Act must assume the burden of proof. It is 
because the administrators may be challenged by the traditional judicial 
process. It is because the administrators must have respect for the 
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courts and respect for citizens’ rights. These things not only protect 
the citizen; these things give dignity to government and life and resiliency 
to the law and to the people who enforce the law. 


Finally, there is significance and strength in this law because it 
has no ideological phase. It bears no mark of partisan politics. The 
original Act was passed under a Republican administration, the 1938 
Act under a Democratic one. Enforcement has gone on these 42 years 
untouched by changing political administrations, unmarked by conflict- 
ing ideologies, unscarred by the onrush of bureaucracy, and unaffected 
by special interest of any sort. Its foundation has been, and remains, 
the Constitution. May it so remain! And may that be said the more 
as government's place is defined in the years ahead. 


This significance is the stronger when seen counterpoised to the 
prevalence of administrative law in present day government. Dr. Rufus 
D. Smith, Provost of New York University, in a statement as Acting 
Dean of the University’s School of Retailing, said: 

We are going to find, I believe, that the major problem of American democracy 


over the next few decades will center in this vast administrative organization and 
its complex impact on the life of America.’ 


We have been quick to fall in with the assertion that modern, 
complex society makes administrative government essential. Do we 
mean that our constitutional form of government is inadequate to, and 
incompatible with, modern economic and social life? There may be a 
question whether, in the circumstances and extent of corporate organi- 
zation, there remains sufficiently strong attachment to constitutional 
concepts to keep them alive. But it has not been shown that our con- 
stitutional system is not adaptable. 


We find ourselves using phrases without defining them or pursuing 
the meaning of them to the ultimate effect of their application. So we 
bandy the phrases administrative law, administrative process, adminis- 
trative function, administrative policy, administrative expertness; phrases 
that are part of high-sounding terminology for a different form of gov- 
ernment, a form of government that avoids the separation of powers; 
avoids the separation by combining the powers, and, in a real way, 
substitutes government of men for government of laws. 





™ New York Sun, April 11, 1945. 
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Starting with delegations of authority in the legislative field, 
so-called administrative law has reached out to embrace judicial func- 
tions and to barricade itself against effective judicial review. The matter 
was succinctly stated by the late President Franklin D. Roosevelt, whose 
memory must be associated with the exaltation of executive power, when, 
on January 12, 1937, in transmitting to the Congress the report of 
his Committee on Administrative Management, he said: 

The practice of creating independent, regulatory commissions, who perform 


administrative work in addition to judicial work, threatens to develop a “fourth 
branch” of the Government for which there is no sanction in the Constitution. 


This development is more than a growth outside of the Constitu- 
tion. It is not merely “extra-curricular.” It is contrary to the Consti- 
tution, and fundamentally unsound. It violates an ancient maxim: “No 
one should be judge in his own cause.” It has been so stated for at 
least 2000 years. It has been restated many times in many ways. 
Pascal, 300 years ago, stated it as: “It is not permitted to the most 
equitable of men to be a judge in his own cause.” ® 


That truth is the cornerstone of every concept of liberty. In The 
Federalist, Alexander Hamilton, speaking of the special care which must 
be taken to preserve the integrity of the judiciary and to prevent its 
being swallowed up by either the executive or legislative branch, quoted 
Montesquieu: *° 


For I agree that there is no liberty if the power of judging be not separated 
from the legislative and executive powers. 


The Federal Food, Drug, and Cosmetic Act affords this separation. 
Messrs. Daniel P. Willis and William W. Goodrich, attorneys of 
the Federal Security Agency, in a recent paper,’? give me a conclusion 
in these words: “. . . experience under this Act shows that this 
regulatory statute, in which courts and juries serve as agents of enforce- 
ment, can and does work. The courts have not neglected the responsi- 
bilities entrusted to them as a coordinate arm of enforcement; their 
opinions continue to breathe life into the Act; and the public interest 
has been the guiding principle of decision." I add: and private interest 





has been assured due process of law. [The End] 
§ Publius Syrus (42 B. C.), Maxim 545. 1 ‘*‘Judicial Progress Under the Federal 
® Pascal (1623-1662), “Thoughts,”’ Chap- Food, Drug, and Cosmetic Act,’’ Daniel P. 
ter 4, 1. Willis and William W. Goodrich: 3 Food 
10 “Spirit of Laws.’ Drug Cosmetic Law Quarterly (1948) 16, 34. 
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regulation since the passage of the Food, Drug, and Cosmetic 
Act, just a decade ago. 


( essision in interstate commerce have been subject to Federal 


It is gratifying to compare the performance of the industry in the 
years since the Act became effective with some of the earlier practices 
which led to the recognition of the need for regulation of cosmetics. 


As many will recall, there once were such things as thallium depila- 
tories, arylamine eyelash dyes, and highly potent mercury bleach creams, 
too frequently poisoning, disfiguring, and disabling the unfortunate 
purchasers. When the “good old days’ went, they went quickly. 
Thallium retreated to its optimum function of killing rats, mercury in 
bleach creams receded to safer but no less effective levels, and pretesting 
of cosmetics became a customary manufacturing procedure. Arylamine 
eyelash dyes have apparently gone also; the latest one encountered was 
removed from the market several years ago. 


It is not to be argued that the existence of a law concerning cos- 
metics is the only reason for improvement. Many unsafe cosmetics 
vanished in the blast of publicity they received in the course of five years 
of hearings on the bill. Others were eliminated by economic processes, 
while others were withdrawn by their conscientious but misguided manu- 
facturers as soon as their nature became known. 
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Many manufacturers had, of course, installed adequate procedures 
for testing their products before their responsibility to the consumer was 
written into the law. There is no question that many of those who have 
provided for chemical and pharmacological investigations of their prod- 
ucts since 1939 would have done so in any case. However, any who 
remain reluctant or unwilling to operate on any principle save ‘‘caveat 
emptor’ must face the fact that it is now illegal even to risk injury to a 
consumer, except with a hair dye for which a patch test is prescribed. 


Survey of the Industry 


In 1939, this Administration began the program of enforcement of 
the cosmetic provisions of the Act by conducting a survey of the industry. 
When inspectors visited a large number of manufacturers in order to 
determine the scope and direction of preliminary efforts, they found a 
relatively small amount of technical information available; much of the 
cosmetic industry was conducted on a ‘‘cook-book” basis. The exact 
composition of many materials was unknown not only to the compounder 
of the finished product, but also to the suppliers of raw materials them- 
selves. 

It was, however, immediately evident that there were a number of 
misleadingly labeled products being sold. These included such things as 
hair growers, ‘skin foods,’ and vitamin creams represented as of benefit 
to the tissues in the area of application, as well as rejuvenating creams, 
permanent hair removers, ‘muscle oil,” and ‘pore paste.” All of these 
promised benefits not attainable by any process known to medical science. 


In a trade notice issued August 2, 1939, this Administration pointed 
out that these preparations appeared to be misbranded. The majority of 
these products were promptly relabeled to eliminate the objectionable 
features. “Hair growers’ appear to be an exception; they seem to spring 
eternal. 
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Development of Analytical Methods 


When attention was turned to possibly adulterated cosmetics, as 
well as to those possibly misbranded, it was clear that a considerable 
amount of technical data was required before conclusions could be 
reached as to probable adulteration or misbranding. Since almost no 
methods for the analysis of cosmetics were available, the laboratories 
of the Administration began a program of investigation and develop- 
ment of such analytical methods. Some of the methods were necessary 
in order to determine the chemical identity of raw materials, while others 
were needed to enable the chemists to separate and identify the various 
constituents of finished products. This work is continuing, and many 
methods have already been developed. Most of them have been made 
available to interested persons through publication in the technical 
literature. 


Purity of Colors Used in Cosmetics 


Many cosmetics are colored, and the number and complexity of the 
dyestuffs and pigments available makes complete investigation of all of 
them impossible, particularly when they may be very impure. This 
situation is simplified by the requirement for certification of coal-tar 
colors intended for use in cosmetics. Certifiable colors are necessarily 
restricted to those of known composition that can be analyzed for the 
colored component, uncombined intermediates, products of side reac- 
tions, and impurities introduced through their manufacture from inter- 
mediates not themselves chemically pure. Certified colors must be free 
from all but insignificant traces of possibly harmful impurities. If no 
means is available to assure the chemical identity of all batches pre- 
pared, there can be no basis for extension of pharmacological data, 
obtained by physiological testing either of a single batch or of several 
batches. 


A large amount of investigative work was required to develop suit- 
able methods of analysis for the proposed colors. This was undertaken 
by the Food and Drug Administration and the interested industry. 
Except for the colors certifiable for use in food under the 1906 Act, there 
was little background for the analysis of the new colors proposed, since 
the efforts of the manufacturers had been devoted largely to production 
of standard shades rather than to chemical purity. Although investiga- 
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tion and improvement of methods is continuing, the collaborative efforts 
of government and industry succeeded promptly in providing the 
analytical methods necessary to assure protection to the consumer. 


Violations of the Act 


It may be of interest to cover briefly a few violations of the Act 
that have taken place. 


Section 601 (a) covers harmful and deleterious cosmetics. Two 
products which caused a considerable number of injuries were hair 
lacquer pads and a shampoo. These were the subject of seizure actions 
and the manufacturers were successfully prosecuted. Painful and dis- 
tressing though the injuries were, they were in no way comparable to 
the disabling and even fatal consequences of the use of some of the old- 
time beauty aids. However, the particular lots of these cosmetics in- 
volved were not representative of the usual production of the firms 
involved, but arose from emergency conditions not properly controlled. 


Two cases of violation of Section 601 (b) come to mind. One of 
these involved rodent-infested raw material intended for use in a facial 
pack. The other terminated in destruction of cosmetic creams contami- 
nated by exploding pickled pigs feet in a nearby container. 


Section 601 (e) provides for the use of certified colors in cosmetics. 
There have been a number of violations of this section. It is interesting 
that most of these have involved a mixture of two colors, a blue and a 
yellow, and that they were supplied by only two firms. One of these 
was prosecuted for shipment of this mixture for use in foods and cos- 
metics. The other had discontinued sales of the product several years 
before the violative shipments of finished cosmetics were made. His 
product is still in use, however, since a cosmetic containing it was seized 
only a few days before this article was prepared. 


Cosmetic Labeling 


There are a number of products used entirely for cosmetic purposes 
as defined in Section 201 (i) that are intended to accomplish the desired 
results by modifying or affecting the function of parts of the body. They 
thus become drugs as defined in Section 201 (g). The ingredients of 
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such preparations are frequently not such that classification can be satis- 
factorily made on the basis of formulation. The labeling then becomes 
the governing factor. A product represented as capable of performing 
any of the functions of a drug is subject to regulation as a drug. 


The evaluation of possible misbranding of cosmetics is not al- 
ways simple. This Administration believes that terms used in labeling 
should be construed in their usual meaning. It seems logical that a 
customer, desiring to be informed by a label, should be able to look 
up the words in a dictionary and thereby determine exactly what was 
being offered. This view has not in some cases coincided with that of 
members of the industry. Few of these cases involving cosmetics have 
reached the courts for decision, but the general principle has been upheld 
by the courts. 

Only occasional injuries caused by cosmetics are now being re- 
ported. Few of these can be traced to the use of ingredients previously 
known to be harmful. Most of the complaints can definitely be shown to 
be due to allergic reactions; these too may be expected to decrease as 
information on allergenic properties of cosmetic ingredients is developed. 
Perfume ingredients have been blamed for a considerable portion of the 
reactions, but these materials also are under investigation by the in- 
terested industry, and potent allergens among them have been and will 
continue to be eliminated as they are searched out. 

In general, cosmetic labels examined have given no ground for 
action. There are, however, some labels bearing claims or statements 
for which justification is not apparent, and which may at a later date be 
subject to action if information can be made available for their accurate 
appraisal. In addition to these, there are a few cosmetics that this Ad- 
ministration believes are definitely misbranded. Action against these is 
proceeding at present, or will shortly be instituted. 


Several products now on the market are labeled to give prominence 
to the presence of one or more ingredients, which are present in very 
small proportions in comparison with other components. Unfortunately, 
there is available no authentic information at present as to the exact 
benefit, or lack of benefit, to be expected from inclusion of some of these 
in cosmetics. This is especially true of evaluation of the customarily 
named ingredients in comparison with similar ingredients reaching the 
market anonymously. Needless to say, our present work plans include 
consideration of this type of product. [The End] 


Cosmetics Under the Federal Act Page 193 








Some Questions About Drugs 
Frequently Asked 
of the Food and Drug Administration 


BY A. G. MURRAY 


THE ADMINISTRATION ACTS FROM 
THE VIEWPOINT OF CONSUMERS’ INTEREST 





66 @ RE GUARANTIES with printed signatures valid?” 
‘When does a plant stop being a food and become a medicine?” 
‘Are oral statements labeling?” 

Such questions are random selections from the numerous inquiries 
concerning the application of the Federal Food, Drug, and Cosmetic Act 
to drugs and therapeutic devices daily received by the Food and Drug 
Administration. 


Administrative Attitude in Replying to Inquiries 


The tone of a large proportion of the inquiries received evidences 
the writers’ assumption that the Administration is a sort of final authority 
on what may or may not be done; but the Administration adamantly 
adheres to its traditional practice of introducing its replies with such 
phrases as “in our opinion’’ or ‘we suggest that.’ Sometimes a direct 
quotation from the law or from an applicable court opinion is given. 
Even so, correspondents sometimes write, “Last year you forced me to 
change my label, but you have allowed my competitor to continue to 
make similar claims.” 
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Foreigners, in particular, have difficulty understanding that the 
law, generally speaking, makes no provision for a permit or license. No 
doubt the fact that such permits for manufacturing and dealing in drugs 
are required in many countries is responsible for the misconception. 


While the Administration, in the belief that an ounce of prevention 
is better than a pound of cure, has encouraged manufacturers to discuss 
with it the problems relating to the application of the Act to their busi- 
nesses, it does not assume the role of their advocate. Rather, it acts from 
the veiwpoint of consumers’ interest. Accordingly, not infrequently, the 
Administration's letters will include such phraseology as “We think a 
more informative statement would be * * *"’ or “While the law does 
not require a label declaration of the proportion of the active ingredients 
of your preparation, if you chose to provide such data, purchasers will 
be able more intelligently to make use of the article.” 


Not a few inquiries bear evidence of a desire on the part of the 
writers to reach out into the penumbral zone between the areas of forth- 
right truthful and informative labeling and that of downright, deliberate 
misrepresentation as far as possible without running too great a risk 
of legal entanglements. The Food and Drug Administration does not 
feel called upon to express an opinion concerning just where it will feel 
justified in resorting to formal legal actions. It will inform the inquirer 
as to the area in which it considers the labeling free from moral or legal 
objection. If he wants to go beyond the suggestions made from this 
standpoint, he will have to go elsewhere for advice. 
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Numerous pronouncements of the courts, as well as the legislative 
history of the Act, encourage consumer-mindedness on the part of 
administrative officials. Thus, in the first case brought under the Food 
and Drugs Act of 1906,’ the presiding judge, in his charge to the jury, 
said: 

This law was passed not to protect experts especially, not to protect scientific 
men who know the meaning and the value of drugs, but for the purpose of protecting 
ordinary citizens, like the jury and like counsel and others, who have learned during 
the hearing of this trial a great deal more about these things than they ever knew 
before in all their life. In determining the meaning of the words used upon these 
cartons, bottles, and circulars, they are to be taken in the way that an ordinary, plain, 
common citizen, without scientific knowledge would understand them if they were put 
before him. 


A few months later in an opinion rendered in a seizure action in- 
volving canned Arkansas apples labeled in part, “Packed by C. H. God- 
frey & Son, Benton Harbor and Watervliet, Mich.,”’ ? the court said: 


Deception is seldom practiced by a literal falsehood, but is usually joined with 
some truth, so that the entire statement will deceive. And so in this case. Of course the 
statement is true that Godfrey & Son reside and do business at Benton Harbor, but 
that one true statement is used in conjunction with the packing of the fruits, and I 
repeat that I would believe from that, as would all others, that it is Michigan fruit 
within the cans. And if Godfrey & Son believe, and if it be true, that Arkansas fruits 
are as good or better than Michigan fruits, let that fact be disclosed by labels and 
otherwise. This statute is to protect consumers and not producers. 


In the Fulton case, in which it was alleged that Fulton’s Compound 
was falsely and fraudulently labeled, the District Court (W.D. Wash.) 
sustained exceptions to the libel on the ground that labeling, which 
recited that the manufacturer had received letters from physicians stating 
that they had found the drug in question efficacious in various disease 
conditions, could not be false if the firm had, in fact, received such letters. 
In the opinion of the Ninth Circuit Court of Appeals * reversing the lower 
court and remanding the case for trial, it was said: 

The point of the exception is that nowhere in the label, wrapper, or attending 
circular does the proprietor or shipper make any direct statement or representation 
that the drugs are of curative or therapeutic value. In each case there is the statement 
“We have received many letters from Physicians reporting,” followed by what is 
represented to be the substance of such “reports” which admittedly would tend to 
engender a belief to persons suffering from diabetes or Bright's disease that the use of 


the drugs would likely afford them relief. Unless we discredit their mental competence, 
such, we must presume, was the intent and expectation of the proprietors. Their con- 





1United States v. Harper (D. C. 1908), 2 Notice of Judgment No. 36. 
reported in White and Gates, Decisions of 3 [United States v. John J. Fulton Co., 33 
Courts in Cases Under the Food and Drugs F. (2d) 506 (CCA-9; 1929).] 
Act, pp. 11-18. 
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tention is that they have such letters or reports and that that fact constitutes a complete 
defense whatever may be the character of the drugs. But if, as is alleged, the drugs 
are worthless the proprietors cannot escape responsibility by hiding behind the phrase 
“the doctors say.” Couched in such language undoubtedly the printed matter makes a 
more persuasive appeal to the credulity of sufferers from these diseases than if the 
representations thus implied were made directly upon the authority alone of the 
proprietors, and for that reason they are not less but more obnoxious to the law. 


The Appellate Court quoted from the opinion in the well-known 
Vinegar case (265 U. S. 438, 442): 


The statute is plain and direct. Its comprehensive terms condemn every statement, 
design and device which may mislead or deceive. Deception may result from the use 
of statements not technically false or which may be literally true. The aim of the 
statute is to prevent that resulting from indirection and ambiguity, as well as from 
statements which are false. It is not difficult to choose statements, designs and devices 
which will not deceive. Those which are ambiguous and liable to mislead should be 
read favorably to the accomplishment of the purpose of the act. 


Decisions under what are commonly regarded as companion stat- 
utes are in the same vein. Thus, in D.D.D. Corporation v. Federal Trade 
Commission (125 F. (2d) 679), the Seventh Circuit Court of Appeals 
said: 


The Commission contends that the phrase “for quick relief from the itching of 
eczema, blotches, pimples, athlete's foot, scales, rashes, etc.” is a representation that 
the product is a remedy for the diseases or ailments thus named. Petitioner argues 
this phrase can only refer to itching, and that there is no implication the product is 
a remedy or relief for such diseases. We think there is merit in petitioner's contention 
that this and similar statements, when carefully scrutinized, may be thus construed. 
The weakness of this position, however, lies in the fact that such representations 
are made to the public, who, we assume, are not, as a whole, experts in grammatical 
construction. Their education in parsing a sentence has either been neglected or for- 
gotten. We agree with the Commission that this statement is deceptive and calculated 
to be deceiving to a substantial portion of the public. 


On March 8, 1948, the Supreme Court in Donaldson v. Read 
Magazine, Inc., et al., upheld the validity of a fraud order issued by the 
Postmaster General and reversed judgments of the Court of Appeals 
for the District of Columbia (158 F. (2d) 542) and the District Court 
(63 F. Supp. 318) which issued an injunction restraining enforcement 
of the order. While no article subject to the provisions of the Food, 
Drug, and Cosmetic Act was involved, the basic principles appear to 
be applicable as a guide in the enforcement of that statute. The case 
involved a puzzle contest. The majority opinion of the Supreme Court 
held that: 


Advertisements as a whole may be completely misleading although every sen- 
tence separately considered is literally true. This may be because things are omitted 
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that should be said, or because advertisements are composed or purposefully printed 
in such way as to mislead. * * * That exceptionally acute and sophisticated readers 
might have been able by penetrating analysis to have deciphered the true nature of the 
contest’s terms is not sufficient to bar findings of fraud by a fact-finding tribunal. 
Questions of fraud may be determined in the light of the effect advertisements would 
most probably produce on ordinary minds. * * * People have a right to assume that 
fraudulent advertising traps will not be laid to ensnare them. “Laws are made to 
protect the trusting as well as the suspicious.” 

The Food and Drug Administration believes that it has the duty 
of conducting its operations, including replies to inquiries from manu- 


facturers, in harmony with such pronouncements by the courts. 


Conditions Precedent to Comment on Labels 


I am enclosing on behalf of a client proposed labeling for a preparation he desires 
to place upon the market. The active ingredients are stated. My client informs me 
that the solvent, flavoring and emulsifier are harmless. As the formula is the result of 
extensive investigation, he does not want to reveal it in detail. 

This is a sample of the inadequate information frequently sub- 


mitted as the basis for a requested administrative opinion. 


The Administration will not undertake to comment upon labeling 
unless it is given all the facts. It readily concedes the right of the manu- 
facturer to his trade secrets, provided of course failure to reveal in the 
labeling material facts as demanded by the law is not involved; but at 
the same time it emphasizes that in giving advice it is supplying volun- 
tarily a service which the law does not obligate it to furnish. Such 
informal negotiations must be based upon complete information regard- 
ing the composition of the article. 


Guaranties With Printed Signatures 
Are guaranties with facsimile signatures on invoices valid? 


The Administration has taken the position that an otherwise effec- 
tive guaranty under the Federal Food, Drug, and Cosmetic Act is not 
invalidated by the absence of a manual signature. A guaranty bearing 
a facsimile, printed, or typewritten signature or a guaranty stamped or 
printed upon an invoice bearing the printed name of the guarantor 
would, in the view of the Administration, constitute a valid guaranty 
within the contemplation of the Federal Food, Drug, and Cosmetic Act. 
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Definitions 
When does a plant stop being a food and become a medicine? 


The Food and Drug Administration replies to such questions that 
it does not consider the definitions of food, drug, and cosmetic as mutu- 
ally exclusive. Thus oranges labeled or advertised as a cure for scurvy 
are considered both food and drug, and cold cream offered for pimples 
may be subject to the requirements of the law applicable to drugs as 
well as to those relating to cosmetics. 


Construing a Kentucky statute, one Federal court * said: 


He [the plaintiff] maintains that said act covers only that which is food, and 
said article is not a food, but a medicine. I think the distinction between what is a 
“food” and what is a “medicine” is clear, and there can be no question that said 
act covers the former, and not the latter. * * * The act is not prevented from covering 
that which is a food because it is a medicine also. Conceivably an article may be a 
food and a medicine both * * * Such an article is covered by the act nothwithstanding 
its medicinal quality. 

The Supreme Court has not been called upon to consider this 
question. Unless and until it expresses a contrary view, the Administra- 
tion will continue to tell inquirers that in its opinion the law does not, 


in its definitions, necessarily restrict items to a single category. 


Drugs in Bulk 


Our firm has been asked to manufacture a medicine and ship it in bulk to a 
customer who will bottle and label it. We propose to label the bulk material with the 
quantitative formula, our name and address and the quantity of contents of the 
packages only. Is this permissible? 

The only provision the law, through authorized regulations, makes 
for the omission of mandatory labeling under such circumstances is that 
the shipper and consignee enter into an agreement providing that the 
article before it leaves the premises of the consignee will be packaged 
and labeled in a legal fashion.» The agreement must set up in detail 
the specifications to be followed in the processing, labeling, and repack- 
ing of the preparation by the consignee. It is the obligation of the con- 
signor as well as that of the consignee to effect compliance with the law 
when the consignee disposes of the merchandise. An agreement specify- 
ing merely that the consignee is to market the article in a legal fashion 





* Savage v. Scovell, 171 Fed. 566 (E. D. 5 Section 503(a) of the Act (21 U. S. C 
Ky.). 353(a)). The regulations are to be found 
in 21 Code of Federal Regulations Cumula- 
tive Supplement, 2.107. 
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only does not serve to justify the bulk shipment in an unlabeled or 
partially labeled fashion. In other words, the consignor, if he desires 
to take advantage of exemptions from labeling requirements, cannot 
shift to the consignee the sole responsibility for having the article comply 
with the Act. Of course the manufacturer may, if he prefers, completely 
label the bulk product so that it complies with the law. If then the 
repacker misbrands the article, he may be held solely responsible. 


Material Facts 


In manufacturing oil solutions of estrone, we employ whatever suitable vege- 
table oil is available. To avoid the necessity of changing the labels from time to 
time, we would like to use upon the label the general term “vegetable oil’ instead of 
the name of the particular oil used at any one time. 

Replies to inquiries of this type are based upon the fact that some 
people are allergic to one or another of the vegetable oils. It is in the 
patient's interest that the physician be informed as to the exact composi- 
tion of the material he is injecting. It is pointed out that in the case of 
injections which are recognized in the official compendia such informa- 
tion is required by the official compendia to be borne upon the labels. 
Such a declaration is equally as important in the case of injections not 
so recognized. Probably Section 502(a), as interpreted under the provi- 
sions of Section 201(n) relating to the revelation in the labeling of 
material facts, would be construed by the courts as demanding that such 
information be supplied in the labeling. 


New Drugs 


We intend to place on the market an extract of a plant not heretofore employed 
for medicinal use. The extract will be supplied in bulk to other firms which will use 
it as an ingredient in various pharmaceutical preparations. Do we or our customers 
submit the new-drug applications? 

The law specifies that a new-drug application shall include, among 
other details, a full description of the methods used in and the facilities 
and controls used for the manufacture, processing, and packing of the 
drug. Obviously, neither the manufacturer of the extract in question nor 
the fabricators of the finished articles will be responsible for all “the 
methods used in and the facilities and controls used for the manufacture, 
processing, and packing” of the articles. The Food and Drug Admin- 
istration has expressed the opinion that under such circumstances as 
are here involved an application for each finished preparation should be 
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submitted jointly by the two firms participating in its manufacture, each 
firm to supply data regarding its own part in the manufacturing process. 
Either or both may supply the necessary data relating to the safety of 
the drug. 


The producer of the basic material may authorize incorporation 
of the data he submits in the joint application for each of the finished 
items. 


A joint application is necessary only if the bulk material is of a 
character the strength, quality, and purity of which are not readily ascer- 
tainable by laboratory methods that may be employed by the ultimate 
manufacturer; that is, where the manufacturing and control processes 
in the plant of the producer of the basic ingredient are an essential part 
of the safety factors upon which the application is based. If the bulk 
material is a definite crystalline chemical compound, the strength, quality, 
and purity of which the fabricator of the finished product can be 
assured by examination in his own laboratory, only the ultimate manu- 
facturer need submit a new-drug application. If the producer of the bulk 
material cares to submit clinical data designed to establish the basic 
elements of safety of the chemical itself, he may do so and may authorize 
his customers who will use the chemical in preparations manufactured 
by them to have such data incorporated by reference in their new-drug 
applications. 


Oral Statements 

Are oral statements labeling? 

This question doubtless resulted from the fact that a number of 
actions brought for violation of the law have involved representations 
made by “health lecturers” and hawkers. The basis for these cases 
resided in the requirement of the Act that the labelings of drugs bear 
adequate directions for use. 


The interpretative regulation under this section is, in part, ‘“Direc- 
tions for use may be inadequate by reason * * * of omission * * * of 
directions for use in all conditions for which such drug or device is 
prescribed, recommended, or suggested * * in its advertising dis- 
seminated or sponsored by or on behalf of its manufacturer, packer, or 
distributor * * *.’’® 





®21 Code of Federal Regulations 1946 
Supplement, 2.106(a). 


Frequently Asked Questions About Drugs Page 201 











The truthfulness or untruthfulness of oral representations involving 
therapeutic effects is not dealt with by the Food, Drug, and Cosmetic 
Act; the Act is concerned with the adequacy of the directions in the 
labeling of the article involved. The drug being offered may, under 
appropriate use, be quite efficacious for the purposes for which it is 
offered orally; but if its labeling fails to supply adequate directions for its 
use for such purposes, the article is misbranded. If the article is incapable 
under any circumstances of fulfilling the promises held out for it, this 
fact, the Food and Drug Administration thinks, does not excuse failure 
to supply “adequate directions for use.’ A person who sells a drug for 
the treatment of any disease assumes an obligation to supply in its 
labeling appropriate directions for use in treating that disease. 

A number of actions based upon this theory are currently pending 
in court. In the only contested case so far adjudicated,’ the court found 
it unnecessary to consider the oral statements. The items were labeled 
as foods, but before the trial it was stipulated that they were drugs. On 
the basis of this stipulation and the absence from the labeling of any 
directions for medicinal use, a verdict for the government was rendered. 


Prescription Drugs 
Please send us a list of drugs which may legally be sold only on prescription. 


Of all the requests made of the Food and Drug Administration 
with which it cannot comply, this perhaps is the most frequent. 


The requirement of the Act that the labeling of drugs bear adequate 
directions for use (Section 502 (f) (1)) is coupled with a proviso di- 
recting the Administrator to promulgate regulations exempting from this 
requirement drugs for which directions in the labeling are not necessary 
for the protection of public health. The regulations promulgated under 
this proviso * make possible traffic in drugs which are valuable for thera- 
peutic purposes in the hands of those who are skilled in their use and 
who are aware of their capabilities for harm as well as for good but 
which would be outlawed by the section of the law proscribing traffic in 
drugs which would be dangerous if sold indiscriminately. 


The regulations are intended to restrict the distribution of such 
drugs to prescription channels. Like most laws and regulations, it in- 





7 United ‘States v. 150 Packages of “‘Bush *21 Code of Federal Regulations 1944 
Mulso Tablets,’’ (DC Mo., 1947), CCH Food Supplement, 2.106(b) 
Drug Cosmetic Law Reports { 7059. 
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volves hardships in individual cases, but by and large it protects the 
public against potential harm from self-treatment with potent drugs 
while not depriving it of the benefits of them under the direction of 
experts. Obviously, no listing of drugs falling into the category in 
question is feasible; and if it were attempted the list would need amend- 
ment daily. Fortunately, the retail pharmacist, by reason of his training, 
is in a position to reach an intelligent conclusion with respect to any 
particular item; and manufacturers of drugs very generally are guiding 
him by supplying directions for use in the labelings of the medicines he 
sells over the counter, or are conspicuously marking the packages with 
the legend “Caution: To be dispensed only by or upon the prescription 
of a physician.” 
Miscellany 


As is to be expected, many inquiries are received from persons 
utterly ignorant of both the treatment of disease and the pharmacologic 
actions of drugs. Any suggestion in the replies that a medicine con- 
cocted by a recipe handed down from the time of great-grandmother 
would not prove effective for the various ailments of the heart, lungs, 
stomach, liver, and kidneys often evokes a wrathful rejoinder. 


The Administration ordinarily declines to discuss hypothetical 
situations. It does not feel justified in expending public funds solving 
brain-twisting problems merely as mental gymnastics. It will postpone 
consideration of theoretical difficulties until they arise in actualities. 


Sometimes circumstances occur that demand decisions based upon 
considerations broader than a cold application of the literal terms of the 
law. This, for example: 


I request that a consignment of liver extract detained at the port of entry be 
released to me for the treatment of one of my patients. This patient is allergic to all 
the brands of domestically manufactured liver extract I have been able to find. She is 
not allergic to the extract in question, which is made in England by a process that 
eliminates the disturbing factor. My patient's life depends upon an adequate supply of 
this liver extract. The foreign manufacturer does not seek business in the United 
States and has not undertaken and will not undertake to supply the extensive data 
required to obtain certification by the U. S. P. Anti-anemia Preparations Advisory 
Board. 


How would you answer that request? [The End] 
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Practical Aspects 
of Cereal Food Standardization 


BY JAMES M. BEST AND MERRILL E. OLSEN 


UNDER JUDICIAL INTERPRETATION TO DATE, WHENEVER THE 
ADMINISTRATOR STANDARDIZES A FOOD, HE AUTOMATICALLY 
OUTLAWS ALL OTHER FOODS WHICH MAY BE INDISTINGUISH- 


ABLE FROM IT, 


MAY BE OR HOW DISTINCTIVELY THEY 


IRRESPECTIVE OF HOW BENEFICIAL THEY 


MAY BE LABELED 


HE LEGAL ASPECTS of food standardization have been ex- 
haustively treated in the Quarterly in a series of excellent articles 
by lawyers outstanding in the food field and officials charged 
with the task of administering the Federal Food, Drug, and Cosmetic 
Act. There remains little to be said regarding the legal scope of the 


Congressional power grant of Section 401. 


The courts have spoken,” 


and their decisions have been exceptionally well analyzed. Accordingly, 
this discussion will concern itself primarily with the practical conse- 
quences of food standardization, particularly from the standpoint of the 
cereal manufacturer whose problems are most familiar to the writers. 





! Daniel P. Willis, ‘‘Preventing Economic Refimers’ Assn. v. McNutt, 138 F. (2d) 116 
Adulteration of Food,’’ 1 Food Drug Cos- (CCA-2); Columbia Cheese Co. v. McNutt, 
mestic Law Quarterly (1946) 20; Michael 137 F. (2d) 576 (CCA-2); Land O’Lakes 
F. Markel, ‘‘Federal Food Standards,’’ 1 Creameries, Inc. v. McNutt, 132 F. (2d) 
id. 28; J. Thomas Schneider, ‘‘The Haz- 653: Twin City Milk Producers Assn, v. 
ards of Food Identity Standards,’’ 2 id. McNutt, 123 F. (2d) 396 (CCA-8); A. E. 


(1947) 33; Joseph Callaway, ‘‘Current Prob- 
lems in Formulating Food Standards,’’ 2 
id. (1947) 124; Michael F. Markel, ‘‘A Post- 
script,’’ 2 id. (1947) 216; H. Thomas Aus- 
tern, ‘‘The Formulation of Mandatory Food 
Standards,"’ 2 id. (1947) 532. 

2In nine cases: Federal Sectrity Admin- 
istrator v. The Quaker Oats Company, 318 
U. S. 218: American Lecithin Co. v. Mc- 
Nutt, 155 F. (2d) 784 (CCA-2) [CCH Food 
Drug Cosmetic Law Reports § 7011]; Libby, 
McNeill & Libby v. United States, 148 F. 
(2d) 71 (CCA-2); United States Cane Sugar 
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Staley Mfg. Co. v. Secretary of Agriculture, 
120 F. (2d) 258 (CCA-7); United States v. 
Lord-Mott Co., 57 F. Supp. 128 (D. C. Md.). 
* Only three groups of standards of iden- 
tity have been promulgated in the cereal 
field: Flour and Related Wheat Products, 
6 Federal Register 2574, amended 8 Fed- 
eral Register 9115; Corn Flour and Related 
Products, 12 Federal Register 3107: Mac- 
aroni and Noodle Products, 9 Federal Reg- 
ister 14881, amended 11 Federal Register 
7504. Each group, however, includes stand- 
ards for a number of individual foods. 
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The Act deservedly enjoys an excellent popular reputation, and 
anyone rash enough to criticize any aspect of it runs the risk of having 
sinister motives imputed to him. Very little reflection, however, should 
be necessary to convince anyone that no reputable manufacturer is short- 
sighted enough to expect to build and maintain his business on the basis 
of adulterated or misbranded food. ‘Indeed, the manufacturer has more 
to lose at the hands of the industrial scoundrel than does the consumer. 
For the cheat-and-run competitor who takes a quick profit and gets out 
when the public begins to catch up with him, not only temporarily steals 
business from the honest manufacturer, but permanently impairs public 
confidence in all products in the field and in the brands those products 
bear. 

Viewpoints of the Manufacturer and the Official 


The manufacturer who expects to remain in business tomorrow is as 
interested as the food official in eliminating the cheat. Yet honest dif- 
ferences of opinion as to methods naturally develop between the manu- 
facturer and the official, for each approaches the problem with a different 
point of view. The official, charged with the discouraging task of 
thwarting the miscreant who ingeniously seeks immunity in safeguards 
designed for the protection of honest men, naturally chafes at the 
restrictions that hinder him and tends to lose sight of their importance 
to the innocent. The more zealous he is in pursuit of his duty, the 
greater is the strain on his sense of proportion. The honest food manu- 
facturer, on the other hand, is engaged in a day-to-day struggle with 
costs, production problems, and the task of gaining consumer acceptance 
for new products. Not in constant conflict with the scoundrel, he tends 
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to underestimate the latter’s importance and feels that increasing regula- 
tion enhances industry's problems in disproportionate ratio to the bene- 
fits it may have. 

Since the difference is primarily one of viewpoint, a better reciprocal 
understanding of problems and fears should help resolve it. This discus- 
sion seeks to present one viewpoint of cereal food standardization. 


I. 
* Standardization May Bar Wholesome Foods from Commerce 


The Supreme Court decision in the Farina case ‘ that standardiza- 
tion may result in barring wholesome foods from commerce, was disturb- 
ing tomany people. And their concern was increased by the later Circuit 
Court of Appeals decision that careful label differentiation is not effec- 
tive to prevent the outlawing of a food that is indistinguishable by the 
consumer from a food for which a standard of identity has been estab- 
lished.® If this be the law, then whenever the Administrator standardizes 
a food, he automatically outlaws all other foods, present and future, 
which may be indistinguishable from it, irrespective of how beneficial 
they may be or how distinctively they may be labeled.° 


th's puzzle, although it occurred to the 








* Federal Security Administrator v. The 
Quaker Oats Company, 318 U. S. 218. 


5 Libby, McNeill & Libby v. United States, 
148 F. (2d) 71. 


6 An interesting problem in logic is pre- 
sented by the fact that standardized farina 
is indistinguishable from standardized en- 
riched farina. Query: Why does not the 
standard for each of these foods outlaw 
the other? The Supreme Court ignored 
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Circuit Court of Appeals: 

‘“ . , plain farina, petitioner's farina 
and enriched farina are indistinguishable 
in appearance and taste. So far as 
appearance and taste are concerned, there 
is no more likelihood of the consumer be- 
ing deceived or confused as to petitioner's 
product than as to either of the others."’ 
The Quaker Oats Company v. Federal Se- 
curity Administrator, 129 F. (2d) 76, 83 
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Probably the full significance of this has not yet been generally 
realized. The farina and tomato catsup examples have been brought to 
public attention through the courts, but other products have been out- 
lawed without the publicity of litigation. It is disquieting to consider that 
technically butter, for example, may be unlawful in commerce because 
it is indistinguishable by the consumer from good quality colored oleo- 
margarine, which has been standardized.’ And the fact that butter 
has been permitted to remain on the market by administrative forbear- 
ance does not provide substantial reassurance. 

It is particularly disquieting to consider that the extraordinary 
weapon of standardization can be wielded to outlaw foods in any chosen 
feld by a mere administrative determination that there is danger of 
future consumer confusion, based largely upon general opinions and 
administrative expertness.* 


Rigid Standards Operate to Fix Ceilings 


The popular conception of food standards is that they merely fur- 
nish a qualitative floor, thus insuring the consumer that he will get 
his money's worth. It is not generally realized, outside of industry and 
official circles, that the rigidity of standards and the ‘exclusive appro- 
priation” theory operate to fix ceilings as well. The “‘strait-jacketing” of 
foods resulting from this codification of the old is disturbing to those who 
are engaged in a constant competitive struggle to hold old customers and 
win new ones by improving old foods and launching new products. 
Looking back over developments in their own fields, they cannot but 
wonder what the present status of their products would be had they 
been standardized 25 years ago.® Looking ahead, they are disturbed 
by the thought that future development may be retarded by standardiza- 
tion which implies that now the standardized product has arrived, there 
is little room for further improvement. 


Practical Difficulties in Amending Standards 


The protest that standards will retard progress has received little 
sympathy in official quarters, the ready answer being that there exists a 











16 Federal Register 2761. The fact that 
butter has also been standardized by the 
Butter Act (21 U. S. C., Sections 6, 321a; 
continued in effect by Section 902 (a) of 
the Food, Drug, and Cosmetic Act) does 
not make it expressly exempt from the 
operation of Section 403 (g) which declares 
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as misbranded any product which ‘‘pur- 
ports to be"’ a standardized food. 
8’ Federal Security Administrator v. 
Quaker Oats Company, 318 U. S. 218. 
* Vitamin and mineral enrichment of 
flour, for example, was introduced by in- 
dustry long before Federal standards. 


The 
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statutory procedure for amending the standards to accommodate any 
valuable improvement that emerges. But this answer overlooks practi- 
calities. 

In the first place, improvement usually occurs in small stages, each 
of which is experimental and no one of which seems certain enough, 
or important enough, to warrant petitioning the Food and Drug Admin- 
istration to open public hearings to furnish the manufacturer with an 
opportunity to convince skeptics and enlighten competitors. Consider, 
for example, Dr. Peters’ “Case of the Dusty Farina.”’ *° A manufacturer 
of enriched farina found that the optional ingredient, calcium carbonate, 
made the product dusty. Experimentation revealed that this difficulty 
could be overcome by the addition of a fraction of a per cent of vegetable 
oil. The treated product was more satisfactory, just as nutritious, and the 
oil was not noticeable to the consumer. The ‘exclusive appropriation”’ 
theory prevented the addition of the oil, which was not included as an 
optional ingredient of enriched farina. The manufacturer's alternatives 
were to petition for a public hearing to amend the standards, or to con- 
tinue making a dusty product. Understandably, he chose the latter. 
Food manufacturers will recognize that this case is not untypical. 


If the product change is substantial, or if the food to be launched is 
new, other practical difficulties are encountered. The burden involved in 
launching a new or substantially changed food may not be generally 
appreciated. Discovery and laboratory testing, of course, come first. 
But these alone cannot serve as the basis for the capital expenditures 
necessary to tool up plants to the capacity essential to serve a market 
that may become national or international in scope. A pilot plant must 
first be assembled to test the feasibility of manufacture on a commercial 
scale. If successful, this is followed by consumer tests and surveys to 
measure public reaction to the product's taste, appearance, and behavior 
in storage and during the cooking process. Changes to remedy dis- 
covered defects are followed by further tests, until the manufacturer 
is assured that he has a product with good consumer appeal. Costs 
of the product (which by now may have only superficial resemblance to 
that which originally emerged from the laboratory) are now reestimated 
on a commercial-operation basis, in order to determine the price at which 
the product must be sold. Price having been ascertained, the product is 





1 F. N. Peters, ‘‘Are Standards of Iden- 
tity Assets or Liabilities in the Food In- 
dustry,’’ 1 Food Technology (1947) 583. 
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placed on sale in test markets, supported by advertising, and the result 
is studied. If the product shows satisfactory consumer acceptance at 
this price, the product is ready to be launched. All of this may consume 
months or even years, and several ideas will fail for every one that 
ripens into a commercially feasible product. 

If the food is a standardized one, or one that looks, tastes, and 
smells like a standardized one,"' the manufacturer faces a dilemma: He 
may apply for amendment of the standard before testing the product, 
thereby educating his competitors and sacrificing the headstart to which 
his initiative entitles him;’* or he may first complete the entire testing 
project, and then seek to have the standards opened to the food. This 
course requires him to gamble his substantial investment in the project 
upon the bet that amendment of the standards will eventually be per- 
mitted. It decreases the value of his tests, for it requires him to restrict 
his sales testing to intrastate commerce, to locate his pilot plant in the 
state chosen for sales tests, and to avoid states which have adopted the _ 
Federal standard. And again the hearings for amendment will oblige 
him to present his competitors with the fruits of his initiative and labor. 

These practical difficulties are not, of course, measurable, but their 
tendency to discourage progress and protect entrenched business against 
new competition may not be ignored. 


II. 


Restraint in the Selection of Foods for Standardization 


Standardization, being an extraordinary remedy with a substantial 
potential for harm, cannot be expected to be viewed with complete 
equanimity. Nor should failure so to view it give offense to those in 
whom the standard-making power now reposes, whose successors may 
not be as wise as they. The exercise of restraint by those now entrusted 
with the power to promulgate standards will, however, do much to 
allay the natural fears of business and will provide a valuable pattern 
to guide those who will inherit the standard-making task. 








"That is, 
ized food. Libby, McNeill & Libby v. 
United States, 148 F. (2d) 71. 


”% And run the risk that amendment will 
be opposed on the ground that his product 
has no commercial history. This argument 
was made by the Administrator in A. E. 
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“‘purports to be’’ a standard- 


Staley Mfg. Co. v. Secretary, 120 F. (2d) 
258 : 


‘In the first instance there is no evi- 
dence of any commercial use, or any use 
other than as an experiment, of glucose 
as an ingredient of sweetened condensed 
milk. It is now in experimental stage 
only.’' Respondent's Brief, pp. 29-30. 
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Restraint may be shown, first of all, in the selection of foods for 
standardization. The precise dangers that the severe remedy of stand- 
ardization was designed to cure ** should be clear and present before 
the standard-making power is invoked. 


Standardization to Improve the National Dietary 


The temptation to employ standardization to improve the national 
dietary is understandable. To many people Section 401 furnishes an 
appealing short cut to.the distressingly slow and painful alternatives 
of education and the raising of substandard incomes. “There ought to be 
a law” is a popular prescription. And here the law is ready-made. But 
so to apply the law would be to divert it from its intended purpose."* 
It would appear to be impolitic..° And it would be unwise, for, as has 
been stated above, it would codify the past, removing the competitive 
incentive for improvement. 


The standards for plain flour, plain farina, and plain corn meal 
and grits were directed at no perceptible evil. Indeed, it was the absence 
of an evil against which to standardize that made the standard-making 
task particularly burdensome, since it was felt necessary to make the 
standard broad enough to encompass all of the products presently on 
the market. The findings of fact in support of the corn meal standard 
suggest that the standard was designed to exclude the product of no 
one.'® What then does this standard accomplish except to codify pres- 
ent products and practices against growth? 

Apparently the purpose of establishing standards of identity for 
plain flour, plain farina, and plain corn products was to establish a 
basis for fixing the level of their vitamin enrichment. But the necessity 
for standardizing the level of vitamin enrichment is, in turn, obscure. 
In the case of flour, the reason given was a fear that in the absence of 








1% The ‘“‘Bred Spred’’ (49 F. (2d) 87) and 
‘“‘Smack"’ (unreported, D. C., E. D. Wisc. 
1926) situations, for instance; or the 
‘“‘chicken and noodles’’ example that Mr. 
Walter G. Campbell cited in his testimony 
in support of amending the 1906 Act (Sen- 
ate Hearings on S. 1944, 73rd Congress, 
Dunn, Federal Food, Drug, and Cosmetic 
Act, pp. 1052, 1075). 

™ See Mr. Schneider's excellent discussion 
of the origin and purpose of Section 401. 
2 Food Drug Cosmetic Law Quarterly 
(1947) 33. 
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% The American people have not taken 
kindly to dietary regulation. National pro- 
hibition furnishes one example and the pres- 
ent oleomargarine controversy, another. 

% Finding of Fact 25, Corn Flour and 
Related Products, 12 Federal Register 3107: 

“While it is true that small mills do 
not maintain chemical laboratories for the 
determination of moisture, fat and crude 
fiber, the many analyses reported of prod- 
ucts of small mills demonstrate that the 
limits proposed are almost universally met 
in present practice. No showing was made 
that the conditions revealed by such anal- 
yses were at all unusual.’’ 
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such standardization future confusion would result through enrichment 
in varying degrees by different manufacturers. In the case of corn meal 
and grits, the enriched product was standardized primarily to implement 
state statutes for compulsory enrichment. Here the basis seemed to be 
a vague desire to improve the dietary. But even that attempt was futile 
since the five states ** that have compulsory enrichment laws restrict their 
application to degerminated corn products which furnish as low as ten 
per cent of the corn products consumed by the group most in need of 
vitamin-enriched diets.'* 


The question persists as to whether this was a proper use of the 
extraordinary power of standardization obtained from Congress upon 
the representation that it was needed to prevent the serious conse- 
quences of adulteration and misbranding. Are not the dangers: of con- 
sumer confusion with respect to vitamin enrichment of foods being 
exaggerated? It should not be forgotten that Section 403 (j) of the Act 
is also being effectively employed in this field. The regulations promul- 
gated under that section require the label of a food to which vitamins 
or minerals have been added, to state the proportions of the minimum 
daily requirements of the vitamins and minerals supplied by the food 
when consumed in a specified quantity.’ This should be adequate to 
prevent consumer confusion without imposing standardization too. The 
drug field presents a sharp contrast. There Congress did not deem it 
necessary to make either Section 401 or Section 403 (j) applicable to 
prevent confusion as to vitamin or mineral values, although every drug 
store presents an array of dozens of different kinds of vitamin and 
mineral preparations, some containing only one vitamin, others a com- 
bination of several vitamins, still others a combination of vitamins and 
minerals. These various vitamin or vitamin-and-mineral products differ 


% Alabama, Georgia, Mississippi, North fancy packaged food products are enriched 


Carolina, and South Carolina. because the people suffering from the di- 

‘* The degerminated product is largely a etary deficiencies usually cannot afford to 
packaged product sold in interstate com- eat them anyway . . Insofar as 
merce, while the undegerminated products South Carolina and many Southern states 
which are exempted from the state com- are concerned, the major problem is with 
pulsory enrichment laws are largely locally locally produced corn meal, since normally 
manufactured and sold in bulk. One of only a small fraction of the meal consumed 
the witnesses who advocated Federal stand- is shipped into the state.’ E. J. Lease 
ards for enriched corn products had “Combating Dietary Deficiencies with En- 
written riched and Fortified Foods,’’ South Caro 


‘As far as the alleviation of the most lina Agricultural Experiment Station of 
severe cases of malnutrition in the South Clemson Agricultural College, Circular 62, 
is concerned it makes little difference October 1942, pp. 6, 8 
whether or not the more expensive and ” Regulations, Sections 125.03, 125.04 
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widely in potency. Their labels are required to state only their vitamin 
and mineral content and potency in terms of unitage or milligrams.*° 


Now we are approaching the phase where standard-making must be 
invoked with more caution. In the future, standards will be urged to an 
increasing extent for food fields in which their need is even more ob- 
scure. Increasing care is indicated to avoid standardization in cases 
where the need is more fancied than real. The task of Departmental 
officials in resisting pressure for over-application of the standard-making 
power will not be easy, for there are doubtless those who would standard- 
ize all foods, willingly winking at Congressional intent now that the tool 
for standardization has been forged. 


Procedure for Standard-Making 


When the clear and present danger of adulteration or misbranding 
appears, and the ordinary remedies of law are unable to cope with it so 
that assertion of the extraordinary remedy of standardization is clearly 
necessary as a last resort, then restraint may well again be exercised to 
insure that the public hearing is conducted in such a manner as to 
eliminate any suspicion of unfairness. This is particularly necessary be- 
cause the statutory procedure for standard-making itself possesses the 
indicia of unfairness. The standard is proposed by Departmental offi- 
cials, presented by a Departmental attorney, supported by testimony of 
Departmental officials, and submitted to a Departmental hearing officer 
who reports his findings and conclusions back to the Departmental 
officials who proposed it.** The manufacturer would be naive indeed 
who would not have some misgivings about the effectiveness of this 
procedure to prevent arbitrary action.”* 


Nor can the manufacturer gain comfort in the knowledge that the 
actions of the Administrator are subject to judicial review. His lawyer 
will be obliged to advise him that the courts will not disturb the Ad- 
ministrator's findings if they are supported by “substantial evidence;”’ * 








2° Regulations under Section 502 

21 The one-man accuser-witness-judge-jury 
has been the subject of much criticism. 
Enactment of the Administrative Procedure 
Act and amendment of the National Labor 
Relations Act reflect Congressional concern 
with its inherent dangers. 
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2 It is idle to attempt to allay the busi- 
ness man’s fears by explaining that the 
proceeding is merely ‘‘quasi-judicial’’ or 
is ‘‘rule-making’’ or is ‘“‘non-adversary.’’ 
He is not interested in jurisprudential se- 
mantics, but in practical consequences. 

23 Section 701 (e) of the Act. 
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that ‘substantial’ only means something more than a mere scintilla;** 
that “‘evidence’’ is not limited to testimony meeting the standards of 
dignity required in courts of law, but may be hearsay, affidavits, pub- 
lished material, and opinions;*® that the hearing officer is largely free 
to admit what evidence he wishes and to give it such weight as he 
desires, ignoring that which contradicts it;*° and that courts give con- 
siderable weight to the “expertness’’ of the Administrator.*’ In short, 
counsel will be obliged to advise his client that the provisions for judicial 
review are largely ineffectual,** and that he will be obliged to rely on 
the fairmindedness of the Administrator.*° 

Faced with this procedural setup, the manufacturer cannot be criti- 
cized for approaching the hearing in a defensive frame of mind. Like 
Rufus in Gasoline Alley, he doesn't think he’s going to like it. He 
listens to the hearing officer read the proposed standard, and he wonders 
(as who would not) whether the hearing is not being held merely to 
make a record to support preconceived conclusions. He listens— 
critically. Administration witnesses testify in support of the proposed 
standards. This is expected and not particularly disturbing, but as 
the hearing proceeds the witnesses (who are acknowledged experts in 
their own fields) are permitted to state their opinions on matters re- 
garding which they have no specialized training, to relate hearsay, and 
(of all things) to state their solemn conclusion that the proposed stand- 
ard will in their opinion “promote honesty and fair dealing in the interest 





of consumers’ —the ultimate conclusion in issue! *° 


“NWN. L. RK. B. ¢. 
é& Stamping Co., 306 U. S. 292, 299-300; 
Consolidated Edison Company v. N. L. 
R. B., 305 U. S. 197, 229; Hamilton-Brown 
Shoe Company v. N. L. R. B., 104 F. (2d) 
49, 52: N. L. R. B. v. Louisville Refining 
Company, 102 F. (2d) 678, 680; Montgom- 
ery Ward & Co. v. N. L. R. B., 107 F. (2d) 
555, 558. 

** Rules of Practice for Hearing, Section 
2.707, Title 21, Code of Federal Regula- 
tions, Chapter 1. 

**It was this criticism of National Labor 
Relations Board hearings that led to the 
inclusion in Sections 10 (e) and (f) of 
the Labor Management Relations Act, 1947, 
of the provision that findings must be sup- 
ported by substantial evidence ‘‘on the rec- 
ord considered as a whole.’’ Senate Report 
105, 80th Congress, pp. 26-27. 


27 Federal Security Administrator v. The 


Quaker Oats Company, 318 U. S. 218, 
227-228. See criticism of necessity for ju- 
dicial deference to ‘“‘expertness’’ of the 


N. L. R. B. which is termed ‘‘largely the- 
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Columbian Enameling 


oretical.’" House Report 245, 80th Con- 
gress, p. 41. 

* Only one standard has been declared 
invalid, and that one by a District Court 
in a criminal proceeding. United States 
v. Lord-Mott Co., 57 F. Supp. 128. Counsel 
who have been subjected to the necessity 
of reviewing the record made in a stand- 
ardization hearing will agree with Mr. Aus- 
tern that it is ‘‘sometimes not a record but 
chaos,’’ and that ‘‘not only might any 
finding be supported by testimony, but in- 
telligent court review of this kind of 
transcribed confusion becomes extremely 
difficult.'’ 2 Food Drug Cosmetic Law Quar- 
terly (1947) 576. 

2 ‘Give me the right to fix the facts and 
you may have the right to declare the law.”’ 
Judge Curtis L. Waller (CCA-5) American 
Bar Association Journal, December, 1945. 

% See Mr. Austern’s criticism of the prac- 
tice of admitting this kind of testimony. 
2 Food Drug Cosmetic Law Quarterly (1947) 
584. 
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The manufacturer's attorney objects strenuously to this line of 
testimony, but it is admitted “for what it is worth.”’ Righteously indig- 
nant, the manufacturer listens approvingly to his attorney's heated 
cross-examination. The hearing now has lost all resemblance to a dis- 
passionate public inquiry into the facts. It has become a lawsuit.*' By 
the time the manufacturer takes the stand he has become an advocate of 
a cause and, naturally, is treated as such on cross-examination during 
which he receives the impression that his help and specialized knowledge 
are unwelcome and that he is regarded as a hindrance to the proceeding. 


The hearing promises to go on for weeks, and the manufacturer can- 
not remain longer.** He goes home worrying about what will go into 
the record in his absence. After a time the findings and conclusions are 
published, and he may find that his testimony has been ignored or 
slighted, while that of the Administration witnesses is cited and relied 
on at length.** If so, even though the standards be fair and reasonable 
he, understandably, will never be convinced of it. 


Paradoxically the broad scope of the Administrator's power, prac- 
tical as well as theoretical, serves to increase the difficulty of his task. 
He must avoid not only abuse, but also the appearance of abuse. He 
must lean backwards to assure that the hearing is conducted with 
scrupulous impartiality and that the findings and conclusions reflect 
proved facts and only proved facts. It is recognized that this will slow 
the procedure. But it will also make it sure and will generate confidence 
rather than skepticism. The charm of democratic processes lies in virtues 
other than their speed. 


| Probably the ‘“‘police court’’ kind of lot of the manufacturer of only a small in- 
lawsuit that Mr. Markel properly deplores. gredient, or potential ingredient, of the 
1 Food Drug Cosmetic Law Quarterly food to be standardized is even more seri- 





(1946) 38. ous. He may not even be aware that his 
* The hardship involved in requiring business is in jeopardy, ‘‘constructive’’ no- 
manufacturers, particularly small manufac- tice in the Federal Register notwith- 








turers, to leave their businesses and journey 
to Washington from all parts of the coun- 
try to protect their interests, has generally 
been overlooked. It tends, of course, to 
encourage the small manufacturer to leave 
his interests in the hands of the Adminis- 
trator, who may not be aware of his prob- 
lems, or in the hands of his larger com- 
petitors, whose interests may conflict with 
his. If he transmits an affidavit through 
his trade association, he runs the risk of 
having it ignored as ‘‘inspired’’ (See Find- 
ing of Fact 24, Corn Flour and Related 
Products, 12 Federal Register 3107). The 


standing. 

*% Mr. Austern has mentioned the Depart- 
mental official who has been presented as 
an expert on flour, bread, cheese, evap- 
orated milk, tomatoes, peas, oleomargarine, 
oysters, beans, corn meal, and most other 
products. 2 Food Drug Cosmetic Law Quar- 
terly (1947) 584. The tentative findings 
and conclusions in support of the corn 
products standards contain 46 citations to 
the testimony of this official and his as- 
sistant, as compared to only 53 citations 
to the testimony of the other 22 witnesses 
taken together. 12 Federal Register 69. 
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Hearings as Effective Fact-Finding Inquiries 


The hearings can be effective fact-finding inquiries. Let them be 
approached as such and not merely with a view toward making a record 
to support preconceived conclusions. Let the testimony of industry 
witnesses and Departmental witnesses alike be valued when it confines 
itself to facts. Let the fiction that a technical expert ipso facto is an 
expert on all food subjects be rejected.** Let it be remembered that each 
manufacturer cannot keep his witnesses present at all times to refute 
unqualified testimony. Let the findings be supported by a preponderance 
of the evidence on the whole record, ignoring no competent testimony. 


As Mr. Schneider has pointed out, the food industry is understand- 
ably reluctant to seek legislative limitation of the scope of the standard- 
ization powers.®° A full realization of the problems of industry and the 
careful restriction of standard-making to its intended purposes should 
make legislative redress unnecessary and will produce substantial divi- 
dends in industry confidence and cooperation. [The End] 


CONSTITUTIONALITY 


“We entertain no doubt that Section 704 is 
constitutional. . . . No constitutional right is 
violated by a statute providing for the inspec- 
tion of places of business, dealing with drugs 
or foods during business hours ... Section 704 
provides for inspection of factory premises only 
after first obtaining permission from the custo- 
dian thereof.”’ Judge Biggs of the United States 
Circuit Court of Appeals for the Third Circuit 
in United States v. Crescent-Kelvan Company, 
et al. (1948) 164 F. (2d) 582. 














* *‘Limitations of staff’’ has been asserted 
in mitigation of the practice of presenting 
Departmental officials as experts in all 
fields. Austern, 2 Food Drug Cosmetic Law 
Quarterly (1947) 584. It would seem rather 


Cereal Food Standardization 


to be a compelling reason for slowing down 
standard-making until the facts upon which 
it is supposed to be bottomed are available 

'2 Food Drug Cosmetic Law Quarterly 
(1947) 43. 
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Some Research Interests 





of the American Medical Association 


BY AUSTIN SMITH, M.D. . . . MEDICAL DISCOVERIES 
MADE BY A. M. A. MEMBERS HAVE CONTRIBUTED IMMEAS- 
URABLY TO SOLVING THE HEALTH PROBLEMS OF THE 
WORLD AND STAND SECOND TO NONE IN IMPORTANCE 





with research interests and activities. Its members have made 

medical discoveries that are familiar to populations throughout 
the world, and there is no need, even if there were space, to emphasize 
such findings at this time by listing a few examples. Perhaps this phase 
of American medicine can be passed simply by asserting that such dis- 
coveries have contributed immeasurably to solving the health problems 
of the world, that today they stand second to none in importance, and 
that they bear special significance for those who believe that a free nation 
is happier and more productive in every respect than is one enslaved by 
officialdom and tyranny. Without freedom, the scientists would not 
have made the contributions that have turned the eyes of the world 
upon American advancements. 


sk HISTORY of the American Medical Association is replete 


There is, however, another aspect of American medicine that has 
been equally responsive to research challenges; this is the work of the 
standing councils, committees, and bureaus. Part of it has been described 
briefly in an earlier statement in this periodical (The Council on Phar- 
macy and Chemistry. A Historical Review of Its Relation to Medical 
Therapy and Research. 1 Food Drug Cosmetic Law Quarterly (1946) 
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Director, Division of Therapy and Re- 

search, and Secretary, Council on Phar- 

macy and Chemistry, American Medical 
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186). Again, it is impossible in limited space to discuss fully this phase 
of research activity, but an outline of the American Medical Association 
and a description of one or two of its newer interests will suggest the 
scope of its participation in research. 


Organizational Description of the American Medical Association 


The American Medical Association consists of over 135,000 physi- 
cians who are members of the 2,024 component and district medical 
societies and the 53 constituent state and territorial medical associations. 
Like any organization, it has certain groups charged with special duties; 
these groups include the House of Delegates, the Board of Trustees, 
various councils, bureaus, and committees, publication, and other offices. 
In one way or another, all offices are responsible to the House of Dele- 
gates, the members of which are elected by the constituent associations, 
the sections of the Scientific Assembly, and representatives appointed 
by the Surgeons-General. The maximum voting membership at any 
session is 175. The governing body between meetings of the house, 
which occur twice each year unless special sessions are indicated, is the 
Board of Trustees, which is composed of nine members who are elected 
by the House for five-year terms. 


Without attempting to explain the duties of the various offices and 
the functions of the many units that exist, there are listed some of the 
committees and bureaus to permit orientation in later statements. Thus. 
an organizational description of the Association reveals a Council on 
Medical Education and Hospitals, Council on Scientific Assembly, Coun- 
cil on Medical Service, Council on Pharmacy and Chemistry, Council 


Research Interests of the A. M. A. Page 217 











on Physical Medicine, Council on Foods and Nutrition, Council on 
Industrial Health, Council on National Emergency Medical Service, 
Bureau of Health Education, Bureau of Legal Medicine and Legislation, 
Bureau of Exhibits, Bureau of Investigation, Cooperative Medical Ad- 
vertising Bureau, Bureau of Medical Economic Research, Chemical 
Laboratory, Library, Committee on Scientific Research, Committee on 
Therapeutic Research, Committee on Medical Motion Pictures, Com- 
mittee on Rural Medical Service, Committee on Scientific Exhibits, 
Therapeutic Trials Committee, Committee on Cosmetics, and, of course, 
the offices associated with the various publications, particularly The 
Journal of the American Medical Association and Hygeia. All of the 
foregoing offices have full time personnel at A. M. A. headquarters. In 
fact, the headquarters staff now comprises over 750 employees, and it is 
still undergoing growth. 


In addition, there are a number of Scientific Sections devoted to 
special interests, these being made manifest at various times during the 
year, and especially at the annual and interim meetings. Included are 
Sections on Internal Medicine; Surgery, General and Abdominal; Ob- 
stetrics and Gynecology; Ophthalmology; Laryngology, Otology and 
Rhinology; Pediatrics; Experimental Medicine and Therapeutics; Path- 
ology and Physiology; Nervous and Mental Diseases; Dermatology and 
Syphilology; Preventive and Industrial Medicine and Public Health; 
Urology; Orthopedic Surgery; Gastro-Enterology and Proctology; 
Radiology; Anesthesiology; and General Practice of Medicine. Each 
Section has a chairman, vice-chairman, and secretary. 


Work Participated in By the Various Linits of the Association 


The work of the Association, essentially, is the promotion of good 
health, the prevention of illness, and the advancement of the best treat- 
ment for those who do become ill. All units participate in this program 
in some way, whether it be by the study of new drugs, the issuance of 
research grants-in-aid, the determination of current illness, the improve- 
ment of hospital standards, or the dissemination of the newer informa- 
tion. An examination of the records of the Association, or even a study 
of A History of the American Medical Association 1847 to 1947 (W. 
B. Saunders Co., Philadelphia, 1947), will reveal that it has been 


responsible for the initiation of many improvements in health measures 
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through the efforts of the various councils and other committees and 
bureaus. Nevertheless, there are many who tend to divide the work of 
the Association into scientific activities and socio-economic activities, 
placing in the latter category such groups as the Council on Medical 
Service, Council on Industrial Health, Bureau of Medical Economic 
Research, and Bureau of Health Education. At best, this division is 
rather arbitrary as each of the aforementioned offices is actively inter- 
ested in research projects that influence health. However, if to prevent 
digression the more limited division is followed, it is possible to divide 
the scientific activities of the Association into those relating to scientific 
meetings, medical education and hospital practice, research and product 
evaluation, publications and library, and supportive methods of dis- 
seminating information such as by exhibits. 


Product Evaluation 


Probably one of the more interesting aspects of A. M. A. work for 
the readers of this journal is that which is related to product evaluation. 
Since this already has been discussed briefly (The Council on Pharmacy 
and Chemistry of the American Medical Association. Membership, 
Activities, Method of Operation, Attainments of the Council. 124 Jour- 
nal of the American Medical Association 433-439, February 12, 1944), 
only a short resumé of what it constitutes will be presented now. For 
more details, the references in the bibliography may be helpful. 


The evaluation of products by the American Medical Association 
revolves around the Division of Therapy and Research, which consists 
of several departments: The Council on Pharmacy and Chemistry is 
concerned with the examination of drugs and allied products such as 
insecticides and rodenticides, and in part through two of its standing 
committees, the Therapeutic Trials Committee and the Committee on 
Therapeutic Research, initiates and encourages considerable research; 
the Council on Foods and Nutrition obviously is concerned with nutri- 
tional problems and the acceptance of special purpose foods; the Council 
on Physical Medicine evaluates devices and physical medicine tech- 
niques; the Bureau of Investigation collects and disseminates information 
on fraudulent and quack practices; the Committee on Cosmetics examines 
cosmetics and collects, for those who may find it useful, data on cosmetic 
problems; and the Chemical Laboratory examines drug and other prepa- 
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rations submitted to the Councils, and develops tests and standards for 
drugs not described in official compendia. The information available in 
the files of these offices, in general, is available to those who seek it. 
Thus, letters of inquiry are welcomed. In addition, the results of the 
Councils’ deliberations are made available in The Journal of the Amer- 
ican Medical Association and other publications such as New and Non- 
official Remedies, Useful Drugs, Epitome of the United States 
Pharmacopeia and National Formulary, Glandular Physiology and 
Therapy, Annual Reprints of Reports of the Council on Pharmacy and 
Chemistry, Accepted Foods, Handbook of Nutrition, Apparatus 
Accepted, and Handbook of Physical Medicine. 


All products are “accepted” according to rules that are basically the 
same for the various Councils, although they are modified to meet the 
unique problems of each Council. Copies of these rules are available 
upon request directed to the Secretary at the respective Council office. 
Examination of the criteria whereby products are examined will make it 
readily apparent that they alone, on many occasions, have resulted in 
more research on the part of an interested manufacturer or distributor 
to determine the true value of his preparation. Some further idea of the 
type of information held desirable by, for example, the Council on 
Pharmacy and Chemistry, has been suggested in a paper on the labora- 
tory and clinical appraisal of new drugs (126 Journal of the American 
Medical Association 958, December 9, 1944). To obtain these facts 
requires sound research, which in turn depends today on organized 
planning, as the complexities of medical research, the wealth of new 
ideas and drugs, and the demands on the time of those qualified to 
undertake investigations are of ever increasing importance. 


Establishment of the Therapeutic Trials Committee 


In an attempt to meet current research needs, the Board of Trus- 
tees of the American Medical Association, in 1946, authorized the Coun- 
cil on Pharmacy and Chemistry to establish a standing committee to 
be known as the Therapeutic Trials Committee. Briefly stated, the pur- 
pose of this Committee is to bring together those with a new treatment 
proposal and those qualified to study it. So far, the Committee has 
requested all necessary laboratory work to be first completed, as it is 
confining itself, at least for the time being, essentially to clinical ap- 
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praisals and related problems. Of course, this group of research men 
probably will be regarded as being of most help to industry because 
industry has brought and is continuously bringing projects to the atten- 
tion of the Committee. It should not be forgotten, however, that the 
medical profession also will benefit as will its patient population if the 
newer ideas are more quickly and thoroughly evaluated than has previ- 
ously been possible or attempted. Furthermore, the Committee has 
proved to be of special assistance in the coordination of research activ- 
ities that are too comprehensive for one company or investigation center 
to undertake. An example of this is seen in the current study on the 
effect of estrogens and androgens on cancer, which can be reported in 
detail because of the pattern it provides. 


Coordination of Research Activities in Cancer Treatment 


The earlier use of hormone substances that are commonly referred 
to as estrogens and androgens for the treatment of cancer resulted in 
conflicting opinions: Some believed that tumors and their metasteses 
could often be reduced in size, perhaps even controlled indefinitely; others 
felt that the relief of pain was of the most importance; and still others 
wondered if some of the enthusiasm was not premature and if there 
might not be some undesirable side effects. Because of the status of 
opinion, the Therapeutic Trials Committee was asked (incidentally, by 
three drug manufacturing firms) if it would use its facilities to initiate 
an intensive and exhaustive study to answer some of the many perplexing 
questions. The Committee voted to undertake the project and consulted 
first with the manufacturers and suppliers of androgens, and later with 
those of estrogens, and with experts in the field of cancer study, and 
eventually established a subcommittee to aid in the organization of re- 
search on these steroids. 


The magnitude of the problem is such that the cooperation of 
practically all competent investigators interested in the general topic has 
been enlisted. It is the feeling of the Committee that the problem is of 
paramount importance because the steroid hormones have been shown 
to have the property of altering the course of a malignant disease. It is 
true that such effects are probably only temporary, but it is hoped that 
through an understanding of the mechanism by which such temporary 
effects are produced the direction of future research may be indicated. 
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Other important factors in the decision of the Committee were the 
publicity given to this treatment and the growing interest of the medical 
profession in the use of steroid hormones in the control of malignant 
diseases, even though questions regarding dosage, duration of adminis- 
tration, and concomitant therapy had not been adequately explored. 
Unless cases are carefully selected, considerable harm may be done by 
the indiscriminate use of these agents. 


The studies, obviously, could not be carried out in one institution 
because of the lack of sufficient suitable cases and because of the variety 
of individual problems which might and should be studied. It was felt 
that, by enlisting the aid of a number of investigators of known com- 
petence who are interested in this particular field of research, informa- 
tion of value could be obtained within a reasonable period of time. 


The Therapeutic Trials Committee does not have funds available 
for the support of research; it has funds provided by the Board of 
Trustees of the American Medical Association only for the maintenance 
of an office and administrative personnel. The Committee, therefore, 
has suggested to the cooperating investigators that they seek funds from 
those sources which have been established for the purpose of providing 
grants-in-aid for cancer research. The Committee will undertake, how- 
ever, to acquaint those responsible for granting funds with the nature 
of the problem and to assure them that the proposals submitted by the 
individual investigators are worthy of consideration and constitute an 
important part of the total program envisioned by the Committee. Thus, 
while each investigator has been asked to make his own financial arrange- 
ments, the Committee has kept informed the Cancer Grants Division of 
the National Cancer Institute and the Committee on Growth. Supplies 
of drug materials for investigation are generously provided by the manu- 
facturers. 

One of the benefits to be obtained from this collaborative study will 
be the rapid exchange of information from all participating investigators. 
The Committee does not propose to substitute central direction for the 
individual initiative of the participating investigators. The only purpose 
of the Committee is to coordinate the efforts of the investigators to obtain 
a more rapid solution of the many problems incident to this investigation. 
Each investigator will choose a particular field of investigation which 
he desires to pursue, but as part of the collaborative study he will collect 
certain minimal information on each case admitted for study and will 
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admit these cases in accordance with previously established criteria. In 
addition, each investigator is asked to reserve a portion of all pathological 
material obtained at biopsy or autopsy for transmission to the American 
Registry of Pathology where this material will be prepared for examina- 
tion by a group of consulting pathologists who also are working with 
the Committee. Similar arrangements have been made for the review of 
X-ray films obtained in this study. 


The clinical and pragress reports obtained from the cooperating 
investigators will be assembled in the office of the Therapeutic Trials 
Committee, and at intervals during the study will be reviewed by the 
subcommittee appointed to advise the Committee on technical aspects 
of the project. Among the proposals which have already been submitted 
by investigators are those dealing with the metabolic effects of the estro- 
gens, including nitrogen balance, water and salt distribution, effects of 
dietary regimes on the response of patients to steroid therapy, phos- 
phorous and calcium metabolism, and the effects on other metabolites 
which appear to be affected by steroid therapy. When the work is 
completed, it is hoped that there will be learned, among other things, the 
morphological types of breast cancer favorably affected by these steroids, 
the degree of palliation achieved, the dosage necessary to achieve satis- 
factory effects, the duration of these effects, the dangers and contra- 
indications to steroid therapy, and the research necessary to explore 
new therapeutic possibilities. 

Under investigation are three steroid estrogens, three stilbene estro- 
gens, and several testosterone preparations. Participating are 13 firms 
and 36 groups of research investigators. 


The foregoing comments reflect what is possible to obtain volun- 
tarily on a cooperative research project when a problem exists, when there 
is recognition of its importance, and understanding and mutual respect 
on the part of participants. Other projects of the Committee include 
those of somewhat the same general tenor and others of more restricted 
significance. Because of limited space they will not be described in more 
detail. 


Adoption of a Ten-Point Health Program 


The American Medical Association has adopted a ten-point health 
program, and its implementation is founded almost entirely on research. 
Included are considerations of nutrition, housing, clothing, recreation, 
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preventive medicine, prenatal care and childbirth, infant welfare and 
child care, hospitals and diagnostic centers, veteran’s needs, research 
for the advancement of medical science, health education, and other 
topics such as the use of philanthropic funds and voluntary prepayment 
insurance plans. In addition, in 1947 the Board of Trustees established 
a trust fund in the amount of $1,500,000, the interest from which will 
be used each year to support medical research. Two special committees 
make available grants each year to support medical research; many hun- 
dreds of grants have been given in the years of existence of these com- 
mittees. As still another example, the cost of printing the Quarterly 
Cumulative Index Medicus, which is so widely used as a reference 
source in research, cannot be ignored; each year this effort causes an 
expenditure of as much as $50,000, which has resulted in a cost (or loss 
as accounting departments would consider it) to the Association of over 
$780,000 since the project was first undertaken in 1917. Nor can the 
expenditures necessary to maintain the various councils, committees, and 
bureaus be ignored; they, along with the publications, were essentially 
responsible in 1947 for an outlay of over $4,000,000. This does not 
include the cost of advancing health as undertaken by various state 
and county societies and of other medical organizations. 


Freedom to Search for and Apply New Findings 


Briefly presented, these are a few of the research interests of the 
American Medical Association. They are not complete; they are merely 
indicative of the health pursuits of this organization. Of interest is the 
fact that such interests stem from a voluntary organization whose mem- 
bers have been free to search for new findings and to apply them. And 
this is the system still open to others with related interests, for example, 
food and drug manufacturers. The results of such freedom speak for 
themselves. In what other country has medical knowledge and applica- 
tion advanced as far? The United States stands second to none in 
medical knowledge, and throughout the world scientists are turning to 
this country to share our research findings. It is an opportunity that 
should be and will be welcomed by all who in any way have a genuine 
and legitimate interest in medical science and in health. 
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[The End] 


REPORT ON H. R. 4071 


The Committee on Interstate and Foreign 
Commerce, to whom was referred the bill (H. R. 
4071) to amend Sections 301 (k) and 304 (a) 
of the Federal Food, Drug, and Cosmetic Act, 
reported favorably thereon and recommended the 
passage of the bill. The corrective amendments 
are supported by the food, drug, and cosmetic 
industries, and their passage was urged upon the 
committee by those industries. Three witnesses 
who represented milling companies expressed 
their approval of the Food and Drug Act and 
of the legislation here proposed, but asked for an 
amendment relating to the proof required in 
criminal proceedings under the Act. The com- 
mittee recommended that new or additional 
amendments which are not germane to this leg- 
islation be handled as separate bills in order that 
the public and the regulated industries may have 
an opportunity thoroughly to appraise them. 
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The Federal Economic Poison Act 


Its Effect on Chemical and Drug Producers 


THERE IS NO DOUBT THAT THE MODERNIZATION OF THE 
NATIONAL LAW AFFECTING ECONOMIC POISONS FILLS A 
LONG STANDING NEED FOR ADEQUATE GOVERNMENT REGU- 
LATION OF THESE PRODUCTS ...BY FRED BARTENSTEIN. JR. 








HE Federal Insecticide, Fungicide, and Rodenticide Act, enacted 

by Congress to replace the Insecticide Act of 1910, became effec- 

tive for rodenticides and herbicides December 25, 1947, and will 
become effective for insecticides and fungicides June 25, 1948.’ 


Although officially named the “Federal Insecticide, Fungicide, and 
Rodenticide Act’’ by Congress, the law properly (and more easily) can 
be called the Federal Economic Poison Act. Its provisions refer to 
“economic poisons,” specifically described as substances or mixtures of 
substances intended for preventing, destroying, repelling, or mitigating 
insects, rodents, fungi, weeds, and other forms of plant or animal life or 
viruses, except viruses on or in living man or other animals, which the 
Secretary of Agriculture shall declare to be a pest.* The law also 


1 Public Law 104, 80th Congress, 7 U. S. C. ent meanings. The term ‘‘economic poi- 
135 et seq. Approved June 25, 1947. Ad-  son’’ designates a product that combats 
ministered by the Secretary of Agriculture pests; it may be innocuous to humans. The 


who has delegated authority for adminis- word ‘‘poison,’’ on the other hand, accord- 
tration and enforcement to the Director of ing to the Federal Economic Poison Act 
the Livestock Branch, Production and Mar- and regulations issued under it, is to be 
keting Administration, United States De- used on labels of those insecticides, fungi- 
partment of Agriculture. cides, rodenticides, and herbicides that are 

*Strict care must be taken, however, “highly toxic to man” in accordance with 


not to confuse the term ‘‘economic poison"’ specific toxicity standards. 
with ‘‘poison.’’ They have entirely differ- 
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controls ‘devices,’ described as instruments or contrivances intended 
for combating insects, rodents, fungi, and other pests. 


Extensive Government Control of Chemical Products 


Addition of this Federal statute to the one covering foods, drugs, 
and cosmetics * results in extensive government control of the interstate 
movement of chemical products, whether as raw materials, intermediates, 
or finished consumer items. The new law will affect the production, 
labeling, and marketing not only of the established economic poisons, 
but of materials heretofore considered in the category of basic and fine 
chemicals, and even drugs and foods. Both the chemical and drug manu- 
facturer will feel its impact. The following comments are intended to 
treat the subject from their standpoint, noting relationships with the 
Federal Food, Drug, and Cosmetic Act, possible areas of overlapping 
jurisdiction, and some issues that ultimately may require further in- 
terpretation. 


There is no doubt that the modernization of the national law af- 
fecting economic poisons, like the 1938 modernization of the Food and 
Drug Act, fills a long overdue need for adequate government regulation 
of these products. The public will gain from better production, pack- 
aging, and labeling standards, and the industry can expect added guar- 
antees against unfair or low-standard competitive activity. The industry 
in addition, as the result of a strong Federal model, can look more hope- 


Federal Food, Drug, and Cosmetic Act, 
Public Act No. 717, 75th Congress, 21 
U. S. C. 301-392. Approved June 25, 1938. 
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fully to better state and local economic poison laws and regulations and 
to uniformity of control at the various government levels.* 


Comparison with the Food, Drug, and Cosmetic Act 


The statute is similar to the drug sections of the national Food, 
Drug, and Cosmetic Act. Shipment in interstate commerce of adulterated 
or misbranded products is forbidden; false or misleading labeling results 
in misbranding; products must be labeled with use directions unless 
public necessity does not require it; and there is a requirement that ade- 
quate warnings and safeguards must appear on the label to protect users 
against injury. Economic poisons must be registered (a requirement 
paralleling the Food and Drug Act provision that new drugs must have 
outstanding effective applications.) Comparable to the Food and Drug 
Act exemption for drugs delivered for investigational use is a permit 
system for economic poisons delivered for experimental application. Both 
statutes provide a guarantee system for protecting from penalties persons 
who buy and resell the products in unchanged form. Many other simi- 
larities may be found by further comparison of the statutes’ provisions. 


The Economic Poison Raw Material 


While both laws are directed primarily to protection of the public 
in its use of consumer forms of foods, drugs, cosmetics, insecticides, 
fungicides, rodenticides, and herbicides, neither of them by their terms 
is limited to the consumer product. The Food, Drug, and Cosmetic 
Law was made to apply not only to items intended for use as such, but 
to all official drug compendium items, articles intended for use as com- 
ponents of drugs, and articles used for components of foods and cos- 
metics. The Economic Poison Act was made to apply to substances or 
mixtures of substances intended for combatting pests. There is no 
statutory limitation to finished consumer products. 

By regulation, the Department of Agriculture has ruled that prod- 
ucts intended to be used after dilution or mixture with other substances 
such as carriers or baits are economic poisons covered by the Act.°® If 











*The Federal Economic Poison Act is 
nearly identical with the Model State Eco- 
nomic Poison Act drafted by the Council 
of State Governments and approved by the 
National Association of Commissioners, 
Directors, and Secretaries of Agriculture. 
To date, ten states have adopted economic 
poison laws patterned on the Model Act, 
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nine during 1947, and one during 1948. It 
is expected that additional impetus to uni- 
form control in economic poison regulation 
and administration will be given by the 
Association of Economic Poison Control 
officials, formed in 1947. 

5 Regulations issued pursuant to the Act 
September 26, 1947, Section 162.2 (c). 
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processing or manufacturing, such as grinding to dust form, or more 
extensive operation is required before use, however, the product is not 
covered. Because of this qualification, the Economic Poison Act differs 
from the Food and Drug Act in its treatment of the chemical raw 
material. Chemicals intended to be used in the manufacture of drugs, for 
example, are defined as ‘drugs’; they must meet all labeling require- 
ments of the Food and Drug Act, including the bearing of adequate use 
directions. Regulations have permitted the statement ‘For Manufactur- 
ing Use Only” for such items, more specific directions for use not being 
considered necessary for protection of the public health. Chemicals 
intended for use only in the processing or manufacture of economic 
poisons, on the other hand, not being covered by the Act, are not affected 
by its labeling requirements. There are materials, however (DDT is 
one ) that can be used in several ways—as sold, after mixing with carriers 
or baits, or after grinding or more extensive processing into a finished 
economic poison product. Depending on the intended use of any par- 
ticular delivery, therefore, it may be covered by the Economic Poison 
Act, or exempted from it.® 


If a seller determines that he wishes to sell a chemical material for 
processing or manufacture into an economic poison—other than by mere 
diluting or mixing, of course—and does not wish to register it under the 
Economic Poison Act nor to comply with all of its labeling requirements, 
he would seem to be under necessity of selecting customers carefully 
to eliminate those who use the product in its ultimate economic poison 
application. Unfortunately, there is no convenient symbol for incorpo- 
ration on the label of such a product to indicate that the seller intends 
it to be used only for manufacturing or processing use, and not for 
direct economic poison application either as such or after mixing with 
carriers or baits. At least there is no symbol to guarantee legal protection 
against possible claim of violation resulting from diversion of the item 
into direct consumer use. 


The legend “For Manufacturing Use Only” is not advisable for 
this purpose since it is the expression adopted by the Food and Drug 
Administration for drug raw materials. Implication by use of this legend 
in the label that the material is a drug would be undesirable. A longer 
statement, such as “For Use in the Manufacture of Insecticides,’ might 





* See Guide to the Laws Affecting Insecti- issued by the Agricultural Insecticide and 
cides, Fungicides, and Related Products Fungicide Association, p. XIV-16. 
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be helpful, provided such a positive statement did not unduly restrict 
other unrelated uses of the product. Even with a label caution of this 
type, however, it would appear that the seller remains under obligation 
to exercise reasonable care that his product is sold only to manufacturers 
or processors or in channels where it presumably will be resold to such 
users. 

Directions for Use 


Economic poisons that are not exempted from the law must bear 
labels showing clearly and prominently the name of the product; name 
and address of the manufacturer, registrant, or person for whom manu- 
factured; the net contents; the ingredient statement; and a warning or 
caution statement which may be necessary to prevent injury to man, 
animals, and useful vegetation. The word ‘poison,’ the skull and cross- 
bones, and antidote must appear in the label of products toxic by stand- 
ards established in the regulations. The Act does not specifically require 
use directions. It does, however, state that ‘‘the term ‘misbranded’ shall 
apply to any economic poison if the labeling accompanying it does not 
contain directions for use which are necessary and if complied with 
adequate for the protection of the public.’ Although the regulations 
issued pursuant to the Act did not clarify the extent of the mandate for 
use directions, the Agriculture Department informally has acknowledged 
the implication that they are not required in all instances. The following 
is quoted from an interpretation given November 3, 1947, to the Agri- 
cultural Insecticide and Fungicide Association: 


We interpret this statement [see above] to mean that the labeling of an economic 
poison must bear any directions for use which are necessary for the protection of the 
public. If no such directions are necessary, they need not appear on the label. The 
necessity for directions will vary, depending upon how well known the material is and 
the conditions under which it is marketed. A well-known product sold to large users 
is not so likely to need directions for use as one which is not well-known or which is 
sold to smaller users who are not so familiar with its proper application. For example, 
we have not required any directions for use on copper sulfate (blue vitriol) sold as 
such in 50-pound bags. The directions for lead arsenate, calcium arsenate, and standard 
Bordeaux sold in large containers might be limited to reference to local agricultural 
authorities for specific information as to uses, time of application, and dosage. Small 
containers which might go to the home gardener should bear directions for the more 
important uses and any necessary cautions as to the conditions under which the products 
shall not be used. On the other hand, a product which is sold under a trade name, 
one whose properties are not well-known to the user, or one which is recommended 
for new uses would probably have to bear very detailed directions and cautions.’ 

7 Guide to the Laws Affecting Insecticides, 
Fungicides, and Related Produc?s, footnote 
6 supra, p. XIV-20. 
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This leads to consideration of the material or preparation that, 
having use as an economic poison, is to be registered either because 
required by the law, because the seller does not wish unnecessarily to 
restrict its ultimate use, or because he does not wish to undertake any 
effort to limit it to proper trade channels because unregistered. The 
product may be in a small-size consumer package, it may be in a larger 
container and of such nature as to require dilution or mixing before use, 
or it may be a bulk package of an economic poison that can be used in 
either of these two ways and also for manufacturing into a finished 
product. Proper use directions, of course, will be modeled to fit the cir- 
cumstances in each case. It would seem unnecessary to aim directions at 
any but the ultimate user of the substance, and such instructions seem- 
ingly should be for the user who has no experience with the product. 
Directions for mixing, diluting, or other preparation by such ultimate 
user would seem needed, as well as directions for application. In many 
cases adequate directions may be so extensive as to preclude their incor- 
poration on the label. The information may be placed in “accompany- 
ing” inserts, since (as in the Food, Drug, and Cosmetic Act) the term 
“labeling” is not limited to labels physically attached to the container. 


Multiple-Use Chemicals 


A difficult problem under the law is that of handling the chemical 
with economic poison uses and other uses. The multiple-use chemical, 
indeed, causes increasing difficulty with the growth of legal regulation 
of chemical products. The problem has existed under the Federal Food, 
Drug, and Cosmetic Act, mainly because that Act by its terms includes 
not only all official drug compendia products regardless of use, but all 
products intended either as foods, drugs, or cosmetics, or as their com- 
ponents. Many chemicals in these categories have other extensive and 
recognized uses. In ten years of operation under the Food and Drug 
Law, the earlier views have been confirmed that it applies only to de- 
liveries of those materials actually intended to be used as foods, drugs, 
or cosmetics or as their components.* Implicit in the interpretation, how- 
ever, is a responsibility on the part of the seller to exercise care to see 
that any multiple use chemical having application as a food, a drug, or a 
cosmetic—but not conforming to the Federal Act—be not sold for such 





’C. M. Anderson, Problems of Chemical Drug, and Cosmetic Act, 3 Food Drug Cos- 
Manufacturers Under the Federal Food, melic Law Quarterly (1948) 50-53. 


Federal Economic Poison Act Page 231 








a use, and be not placed in a position where it may be expected to be so 
sold or used. The care to be exercised necessarily will vary with the 
facts surrounding a particular situation, but good faith on the part of 
the seller and the taking of reasonable precautions to avoid diversion 
would in general seem an adequate measure. 


The standard may be more or less strict than this for compliance 
with the Federal Economic Poison Act. That Act has the misfortune 
not only of applying to some products already affected by the Food, 
Drug, and Cosmetic Act, but of entering the field after the latter has 
established its jurisdiction. Sodium fluoride, for example, is a drug when 
used as an animal anthelmintic or to prevent human tooth decay. It is 
an insecticide when sold to kill insects, and it can be a rodenticide. 
Strychnine has a well-established drug use, but it is used extensively 
as a_rodenticide. Other examples are carbon disulfide, carbon tetra- 
chloride, chloroform, and phenol. The new Act, requiring registration, 
sometimes use-direction labeling, warnings against hazards of economic 
poison use, and other compliances that attain results different from those 
attained by the Food and Drug Act, must carve out its jurisdiction in 
part at least from that of the latter Act. Solution of the resulting conflicts 
will affect the production, packaging, and labeling of many drug prod- 
ucts, as well as other products of a general chemical nature. 


The Department of Agriculture, in promulgating regulations under 
the Act, recognized the problems arising from control of the multiple-use 
chemical, and made an attempt to mitigate them. In defining the phrase 
“intended for preventing, destroying, repelling, or mitigating any insects 
etc., the following wording was adopted in the regulations: 


Substances which have recognized commercial uses other than uses as economic 
poisons shall not be deemed to be economic poisons unless such substances are (1) 
specially prepared for use as economic poisons, (2) labeled, represented, or intended 
for use as economic poisons, or (3) marketed in channels of trade where they will 
presumably be purchased as economic poisons.’ 

There should be no difficulty with the inclusion under the Act of a 
multiple-use chemical that is specially prepared for use as an economic 
poison or that is labeled for such use. More difficulty will be encountered 
with products that are not so prepared or labeled, but are said to be 
“represented” or “intended” for use as economic poisons, or said to be 
“marketed in channels of trade where they will presumably be purchased 





* Footnote 5 supra. 
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as economic poisons.’’ Statements in printed advertising that a product 
has an economic poison use would obviously be representations; cer- 
tainly they are an objective manifestation of intent. Oral representations 
by salesmen likewise would be evidence of intent. If the producer or 
reseller of a chemical having an economic poison use would avoid the 
registration and labeling requirements of the Act, it would appear neces- 
sary not only that he make no written representation for such use, but 
that he instruct his salesmen not to promote or suggest an insecticidal, 
fungicidal, rodenticidal, or herbicidal use for the chemical, unless per- 
haps as a raw material for processors or manufacturers. 


The extent to which the word ‘‘intended’’ in the regulations will 
be used as the sole measure, is a matter for speculation only. Subjective 
intent cannot be determined without an objective manifestation, and any 
such objective evidence would in all likelihood be a written or oral 
“representing.” Although the mere act of selling in a trade channel 
may be an evidence of intent, it presumably is covered by the part of 
the regulation specifically referring to trade channels. The greatest 
difficulty, as a matter of fact, probably will be encountered with the 
statement in the regulations that multiple-use chemicals are economic 
poisons if they are marketed in channels of trade where they presumably 
will be purchased for such use. It is clear that this section specifically 
goes further than the others, and may force economic poison labeling 
on some products not previously carrying it—in some cases possibly on 
products not in fact intended for economic poison application. 


Strychnine U. S. P., for example, is by definition a ‘‘drug’’ under 
the Federal Food, Drug, and Cosmetic Act, and must be labeled ac- 
cordingly, at least where it is intended for drug use. Being highly 
poisonous and in the category of an unsafe or ineffective drug unless 
administered under the supervision of professional users, its label 
normally carries either the standard prescription caution or the legend 
‘For Manufacturing Use Only.” One of the main channels of trade for 
such drug product to be used under professional supervision includes 
the wholesale druggist who resells to the retail druggist. Strychnine, 
despite its drug labeling, however, is sold by retailers to farmers and 
household users for killing prairie dogs, rats, and other forms of rodents. 
The wholesale druggist-retail druggist channel of distribution may, 
therefore, be one in which the product is “presumed” to be purchased as 
an economic poison. The manufacturer (whether he wishes to or not) 
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may be forced to label his drug product for rodenticide use, to establish 
a separate rodenticide label for the product, or to label his product clearly 
as not for rodenticide use. 


Any one of the above results may be desirable, but the example 
serves to demonstrate how far the new Economic Poison Act may roam 
into the chemical and drug producers’ realm to extract material for 
forcible registration and labeling. 


Materials Covered by Both Laws 


A possibility of overlapping jurisdiction between the Federal Eco- 
nomic Poison Act and the Federal Food, Drug, and Cosmetic Act arises 
from jurisdiction over the same product—not resulting from different 
uses, but from a single use covered in both laws. The term economic 
poison is defined in the Act as a substance intended for combatting 
not only named pests, but other forms of plant or animal life or viruses, 
except viruses on or in living man or other animals, which the Secretary 
of Agriculture shall declare to be a pest. There is no stated limitation 
on the Secretary's authority to declare as a pest any plant or animal 
life, or any virus except that on living man or animal. Since any addi- 
tional substance can be brought under the Act only by declaration of the 
Secretary, however, it can be expected that restraint will be exercised 
before declaring as a pest any plant or animal life or virus controlled 
by substances under the drug law. 

The possibility of conflict more likely will arise from the Economic 
Poison Act's definition of fungicide. A fungicide is stated to be “any 
substance or mixture of substances intended for preventing, destroying, 
repelling, or mitigating any fungi.’ Fungi is defined as “all non- 
chlorophyll-bearing thallophytes (that is, all non-chlorophyll-bearing 
plants of a lower order than mosses and liverworts) as, for example, 
rusts, smuts, mildews, molds, yeasts, and bacteria, except those on or in 
living man or other animals."" The regulations spell out the meaning of 
fungicide by making it include without limitation— 

(1) Plant fungicides, seed fungicides, fungicidal wood preservatives, and mildew 
and mold preventatives, 

(2) Disinfectants, antiseptics, and sterilizers, except those for use only on or in 
living man or other animals. 

If these sections were read independently and out of context with the 
statutory definitions to which they pertain, it would seem that the De- 
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partment of Agriculture had encroached on Food and Drug Administra- 
tion jurisdiction and into other fields. Subsections (1) and (2) quoted 
above are in fact, however, a more specific description of products in- 
tended for counteracting “rusts, smuts, mildews, molds, yeasts, and 
bacteria, except those on or in living man or other animals’ (italics 
added). The disinfectants, antiseptics, and sterilizers covered by the 
Economic Poison Act accordingly are substances intended to counteract 
those bacteria that are not on or in living man or animal. Substances 
intended to affect protozoa would not be covered by the Act. 


It would appear that where the seller intends his disinfectant, anti- 
septic, or sterilizer to be used on man or animal, he would not need to 
register it under the Economic Poison Act, despite the possibility of its 
being used on surgical instruments, floors, hospital beds, linen, or other 
inanimate surfaces. The product properly would seem to fall under 
Food, Drug, and Cosmetic Act jurisdiction. The question of just how 
far the Department of Agriculture will extend its authority into the field 
of disinfectants, antiseptics, and sterilizers actually promoted and sold 
for use on inanimate objects as well as on man or animal remains a 
speculation. The same thing of course is true for mildew and mold pre- 
ventatives. The latter products are covered by the Food and Drug Law, 
at least insofar as preventatives against mildew and mold in foods are 
concerned. 


In an informal interpretation the Department of Agriculture has 
taken the position that products sold for the treatment of scabies, mange, 
and body lice are covered by both the Food and Drug Law and the 
Economic Poison Act. To avoid conflict in enforcement, it is stated 
that “a cooperative arrangement between Production and Marketing 
Administration and Food and Drug Administration has been set up.” '° 
It is difficult, of course, to prophesy how conflicts will be resolved in all 
cases. If both laws are held to cover a new product of the type above, 
for example, will producers be required to file new drug applications with 
the Food and Drug Administration and also register under the Economic 
Poison Law? Cooperative effort by the agencies is indicated, and it is 
reasonable to expect that all will gain to the extent that areas of over- 
lapping jurisdiction are dissolved. 

10 From statements made by Dr. Ww. G. ciation of Insecticide and Disinfectant Man- 
Reed, Chief, Insecticide Division, Livestock ufacturers, Baltimore, Md., December 1-3, 


Branch of the Production and Marketing 1947. Oil, Paint and Drug Reporter, De- 
Administration, meeting of National Asso- cember 8, 1947, p. 43 
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The Production and Marketing Administration of the Department 
of Agriculture has, since mid-1947, been faced with the task of register- 
ing and of passing on the composition, claims, and labeling of an exceed- 
ingly large quantity of economic poison products. To gain a full 
appreciation of the work being done, one needs only to consider the 
diversity and complexity of the products and their wideeuses throughout 
the country. The problems referred to here are only a portion of those 
that must be encountered and resolved. Indication is that the Depart- 
ment of Agriculture is making every effort to carry out its task in a 
realistic and practical manner, and that it is earning the respect, good- 
will, and cooperation of the industries affected. The industries can well 
hope that this final similarity to the Federal Food, Drug, and Cosmetic 
Act is a permanent one. [The End] 


IMPORTS 


“We find no justification for the argument that 
imports were not intended to be considered as 
shipments in interstate commerce. The Act of 
1906 .. . provided for seizure of an adulterated 
or misbranded article “if it be imported from a 
foreign country for sale.’" The present law does 
not contain this specific language; but provides 
... that the term “interstate commerce” means... 
‘commerce between any State or Territory and 
any place outside thereof" and, therefore, sub- 
jects an imported article to the condemnation 
procedure of U. S. C. A., Title 21, section 
334 (a), as effectually as did the original Act.” 
Judge Martin of the United States Circuit Court 
of Appeals for the Sixth Circuit in 230 Boxes, 
More or Less, of Fish, et al. v. United States 
(1948); affirming (DC Mich. 1947). 
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Enforcement 
of the Sanitation Provisions 
of the Federal Food, Drug, and Cosmetic Act 


BY GEORGE P. LARRICK 


GREAT STRIDES HAVE BEEN MADE IN IMPROVING 
THE SANITARY QUALITY OF OUR FOOD SUPPLY 





This article was read at the Spring Meeting of the Food Industries 
Advisory Committee of the Nutrition Foundation, at Hershey, Pennsyl- 
vania, May 19, 1948. 


ANITATION under the Federal Food, Drug, and Cosmetic Act 

S covers a wide variety of products and problems ranging all the 
way from the sanitary quality of water used in preparing drugs 

for intravenous injection to the extent to which rotten tomatoes are 
eliminated from the raw material used in preparing catsup. 

Since 1938, when the present Federal food law was enacted, the 
criteria of insanitary food have included not only foods which can be 
shown by objective examination to contain filth but also foods which 
are prepared, packed, or held under insanitary conditions whereby they 
may become contaminated with filth or rendered injurious to health. 


Improvement of the Sanitary Quality of Our Food Supply 


During the ten years of enforcement of this law, great strides have 
been made in the improvement of the sanitary quality of our food supply. 
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There is no question but that the law has played an important part 
in this trend by directing attention to the problem and by providing 
severe penalties. The improvement could not have been achieved on 
the basis of the law alone. Leaders in all the affected industries have, 
as you know, made sanitation a problem of first importance. The 
educational programs which the food industries have sponsored have 
also been of great value in bringing about these improvements. 


Preliminary Survey Made of Selected Industries 


The first step in our enforcement program was to select a number 
of industries for preliminary survey. Pilot inspections were made, and 
information was thereby acquired which was designed to reveal whether 
or not a regulatory problem existed and to provide some indication of 
its extent. The facts acquired in the pilot surveys pointed to the indus- 
tries which were in the greatest need of attention. 


After the pilot surveys had been completed, our microbiologists, 
chemists, and other laboratory personnel made a study of the analytical 
procedures available and of whether new ones were needed to permit the 
program to include objective determination of the filth likely to be 
found in the finished products. 


Such a survey was made many years ago of the fresh crab meat 
industry. It was selected for early attention because of reports that 
consumers had become seriously ill following the consumption of crab 
meat salads. The survey disclosed that insanitation was the rule rather 
than the exception. The operation was a seasonal one. The packing 
establishments were largely of flimsy construction, packing tables and 
the other equipment were likely to be of an improvised character, poorly 
suited to adequate cleaning. Temporary labor hastily recruited was 
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not of the type that had much conception of the principles of sanitation. 
A typical plant was a shed-like structure built on piers over a tidewater 
stream. Fifty or more employees would be busily engaged in sorting, 
steaming, cleaning, and packing the crab meat. Overboard toilets were 
used, and if the tide happened to be in the right direction the current 
proceeded from the toilet outlets to the intake pipes for the plant's 
water supply, and this water was freely employed to flush down picking 
tables, clean buckets, and other receptacles into which the crab meat 
would be placed, as well as to provide for meager handwashing facilities. 


The regulatory problem presented was difficult. Many of the 
packers did not believe that Washington bureaucrats had the right to 
require them to make fundamental and expensive changes in practices 
which had been continued for generations. Many of the operators did 
not have the funds with which to build new screened plants and metal- 
top tables, and to install sanitary equipment throughout. 

To’make a long story short, plans and procedures were jointly 
devised by Federal and state officials whereby the necessity to clean 
up was impressed upon the responsible officials of the firms involved. 
The problem was not solved overnight. The gross abuses were cor- 
rected during the first season. Clean water supplies were provided, 
outdoor privies in the immediate vicinity were closed and in some cases 
relocated, plants were screened to keep out filth-bearing flies, and from 
year to year plants were rebuilt so that today it is decidedly the excep- 
tion rather than the rule to find crab meat packed under insanitary 
conditions. 


Sanitation in Dairy Industry Accelerated 


Improvement has occurred in a great many other industries. Some 
of you are aware of the strides which have been made by the dairy 
industry to improve the sanitary conditions under which milk is pro- 
duced and to clean up the cheese plants, butter plants, and other estab- 
lishments manufacturing dairy products. The difference is that under 
the law of 1938 the whole process of improved sanitation has been 
accelerated. 


Complications Caused by Seasonal Operations 


In many food industries, sanitary improvement is complicated by 
the seasonal character of operations. For several years in succession 
a particular tomato producing area may be favored with just the right 
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kind of weather to produce sound, fully ripe tomatoes remarkably free 
from decomposition. Then comes a season when, at the height of pick- 
ing, a spell of hot, wet weather causes a large portion of the crop to 
ripen at one time. Neither the size of the picking crews nor the facilities 
of the plants are sufficient to handle the tremendous volume of material. 
Under these circumstances it can be prophesied that some establish- 
ments in the area will attempt to process more tomatoes than they can 
handle properly. 


This illustrates the fact that even though a particular area has had 
no difficulty for a period of years, routine inspection cannot be aban- 
doned because, without notice, circumstances may arise which make 
attention imperative. 


Improved Sanitation in Other Industries 


Salmon canning is an example of a large industry operating under 
unusual circumstances. Salmon is canned in plants located not only 
in the continental United States but also in remote places in Alaska. 
Years ago, thousands of cases of salmon in each year’s pack were seized 
on the charge that they were prepared from rotten fish. Today, this 
industry has perfected improvements which make seizure of canned 
salmon rare. 


The candy industry is one to which increased attention from the 
sanitation standpoint has been given in recent years. A major abuse 
there was the practice of shipping to wholesale and retail outlets sub- 
stantially larger quantities of confectionery than they could sell promptly. 
It became a trade practice to permit the return of this candy when it 
became stale. Unfortunately, at the retail and wholesale level these lots 
were subjected to all manner of insanitary exposure. Some of them 
became contaminated with insects, particularly if they happened to con- 
tain nut meats; others were attacked and contaminated by rodents. 


Too many firms gave little or no attention to the sanitary condi- 
tion of the returned merchandise. They removed the paper wrappings. 
placed the candy in barrels, stored it with the odds and ends of scrap 
which legitimately resulted from the manufacturing operation and then 
worked it back into new batches as production continued. Candy 
factories also are particularly attractive to rodents and insects. We 
have in our files many pictures portraying almost unbelievable insanita- 
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tion in the use and handling of raw materials and finished products. 
Particularly vulnerable to attack by rodents are those types of candy 
which after manufacture must be left standing overnight to harden. 
This industry, likewise, has made great strides in improving sanitation. 


A cataloguing of the problems in the wide variety of food indus- 
tries covered would take so long as to become boring; let me cite but 
a few more. Major problems of sanitation exist in the cereal industries 
and in the industries which use cereal products; contamination of grain 
in the farmer's storage bins is common, railroad cars which haul grain 
are likewise used to haul flour and they are presently so constructed 
that adequate cleaning or fumigation is virtually impossible. The mill- 
ing establishments themselves have major problems of maintaining ade- 
quate sanitation because the plants as a rule were built fifty or more 
years ago and the milling machinery now in use was designed at a time 
when the major consideration was mechanical efficiency and little or 
no thought was given to the ease with which the equipment could be 
cleaned of residual amounts of grain or by-products which serve as a 
breeding place for insects. 


I recently visited a large brewery, where we became interested in 
the conveyor system which carried the corn grits from the railroad 
siding to the storage bins which were on the top floor. To inspect the 
interior of the conveyor, we had to scrape off seven layers of paint 
from the cleaning plate, and some of the bolts had to be removed with 
a cold chisel. Inside we found a mass of webs and debris in which 
a variety of grain insects were multiplying. 

Many of the problems of the milling industry are similar to those 
of the baker, the macaroni manufacturer, and others who use cereal 
products. All of these industries have made great forward strides in 
sanitation. 


Problems for the future involve the education of several million 
individual farmers. This educational program is in our opinion severely 
handicapped by the fact that by and large the farmers receive the same 
sum for a bushel of wheat or corn without regard to the amount of 
filth it contains. The grain standards upon which buying and selling 
are conducted are more appropriate for grains used as feed for livestock 
than as standards for grain which may be used in prepared cereal 
for babies. 


Enforcement of the Sanitation Provisions Page 241 





Analysis of Foods Offered for Import 


Our facilities at the moment are very seriously taxed in sampling 
and analyzing foods, offered for import. Industries in Europe, as in 
most of the world, were disrupted by the war. As was to be expected, 
import shipments have included products prepared in plants which have 
not adequately reestablished themselves after the war, and a very large 
percentage of the shipments offered for importation have been found 
to be contaminated with filth and are currently being rejected at the 
ports. The trend for many commodities, however, now seems to be 
in the direction of substantial improvement. 

A problem which we must face, and which is likely to become 
increasingly serious as international trade is resumed on a more exten- 
sive scale, is the fact that foods produced and shipped in interstate 
commerce in the United States are subjected to more strict control than 
are imported foods. 

As you know, the law proscribes foods which are produced under 
insanitary conditions likely to contribute filth to them. Methods to 
detect the presence of filth are not developed to the point that all types 
of filth can be determined objectively. Manufacturers in the United 
States are subjected to thorough factory inspections. If insanitary con- 
ditions of a substantial sort are found in their plants they are required 
to remedy them forthwith. Our past and current control of imported 
foods, on the other hand, has necessarily been limited almost exclusively 
to objective examination of the finished commodities. 

We hope in the not too distant future to be in position to send 
inspectors to some of the major food-exporting countries so that the 
same strict sanitary control can be exercised over both domestically 
produced and imported foods. 

Such great progress has been made in improving the sanitary quality 
of American made foodstuffs that all of us can feel genuine satisfaction. 
The general interest of leaders in industry and their intelligent, 
energetic approach to the remaining problems forecast continuing 
improvement. [The End] 
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Ten Years of Food Standardization 


BY C. W. CRAWFORD 


AFTER THE ACT OF 1938 GAVE AUTHORITY TO PRE- 
SCRIBE LEGALLY EFFECTIVE FOOD STANDARDS, IT 
TOOK A WHILE FOR THE PUBLIC TO REALIZE THAT 
THEY HAD TO BE OBSERVED WITH NO VARIATIONS 





This article was read at the Spring Meeting of the Food Industries 
Advisory Committee of the Nutrition Foundation, at Hershey, Pennsyl- 
vania, May 19, 1948. 


Food, Drug, and Cosmetic Act of 1938 is only recognition of 

the unusual responsibility the nation ascribes to those who pro- 
duce and handle its life-sustaining foods. No other commodities except 
drugs have been surrounded with such comprehensive and carefully 
designed safeguards. Those who manufacture and purvey foods and 
drugs stand in a position of public responsibility superior to those who 
do business in nuts and bolts, or “shoes~and ships—and sealing- 
wax—.” A striking example of the conscientious and increasing recog- 
nition of this fact by the food industries is the statement recently made 
by G. Cullen Thomas on behalf of a large group of flour millers in 
testimony before a Senate committee: 


Te PROVISION for mandatory food standards in the Federal 


We and all other responsible manufacturers of food products consider that we 
have reposed in us a tremendous and sacred trust to see that, by whatever means, 
our products finally reach the consumers in the finest of condition with no question 
of their fitness or quality. * * * 


Policy Underlying the Authority to Prescribe Food Standards 


The policy underlying the authority to prescribe legally binding 
standards for foods is not new. It was inherent in the original Food 
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C. W. CrAwForD 


Associate Commissioner of Food and Drugs 


and Drugs Act of 1906 and was expressed by the United States Supreme 
Court as far back as 1914 in interpreting the old law in the Lexington 
Mill and Elevator case (232 U. S. 399, 409): 


The legislation as against misbranding intended to make it possible that the 
consumer should know that an article purchased was what it purported to be; that 
it might be bought for what it really was and not upon misrepresentations as to 
character and quality. 

The Act of 1938 effectively implemented and substantially extended 
that policy. It demanded of all food manufacturers the high levels of 
responsibility the great majority had long set for themselves. If at 
times the impact of newly prescribed food standards seems to entail 
hardship, this may flow from the fact that the law now requires faithful 
performance by all under the “tremendous and sacred trust” that 
responsible food manufacturers recognize as being reposed in them 
by the public. 


A Joint Undertaking by Government and Industry 
A comprehensive review of the ten-year development of manda- 
tory food standards is not feasible within the limitations of this paper. 
Relatively few of the general points that have emerged from the ten 
years’ work can be covered. I have selected some of those that are 
of interest from the administrative side of what is in fact a joint under- 
taking by government and industry. 


Advisory Standards Under the Act of 1906 


Prior to 1938, we were accustomed to the advisory standards issued 
under the Act of 1906. These standards had no legal effect in the 
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enforcement of that law. The manufacturer could vary his product 
at will from what the standard prescribed, knowing that no legal action 
could be supported upon the mere allegation of variation from the 
standard. If the variation did not change the basic identity of the food 
and was stated on the label, there was no ground for legal action. 
In order to establish a violation of law, the government had to intro- 
duce testimony showing that an undeclared variation was one not 
expected by consumers in an article bearing the name of the food, and 
that good trade practice did not sanction such variation. Upon essen- 
tially the same facts, it was found that some courts and juries would 
convict while others would not. Manufacturers, therefore, could not 
be certain of their legal obligations and could not confidently stabilize 
their operations. Consumers’ interests could not be effectively protected. 


Mandatory Standards Under the Act of 1938 

Largely to remedy this unsatisfactory situation for both consumers 
and industry, the law enacted in 1938 contained authority to prescribe 
legally effective food standards. We had become so accustomed to 
thinking of standards of identity for food in terms of the ineffective 
advisory standards, however, that some of us did not immediately recog- 
nize the differences between the old and the new, the advisory and 
the mandatory. In thinking about standards that are mandatory, we 
failed to grasp fully the significance of the fact that the word “standard” 
itself implies “* * * a definite level, degree, material, character, 
quality, or the like, viewed as that which is proper and adequate for 
a given purpose * * *.”" (Webster; italics supplied. ) 


The Farina Case 

When the Farina case was decided by the Supreme Court in 1943 
(318 U. S. 218), it became apparent that definitions and standards of 
identity must be fully observed, that variation was not legalized simply 
by label declaration. It was not until then that the erroneous concept 
of the new standards, largely induced by the advisory standards under 
the old law, was dispelled and their impact recognized. The Court 
made it clear, surprisingly so to some, that the new standards have a 
broader sweep than merely to insure informative labeling, which is 
effectively done by other provisions of the statute, or merely to imple- 
ment the provisions against economic cheats. The decision created 
honest apprehension and even alarm in some quarters. 
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Perhaps it will be helpful in evaluating the significance of the 
Supreme Court's decision to recall the situation before the Federal 
Security Administrator in the winter and spring of 1941 when the rec- 
ords of the public hearings were reviewed, findings of fact prepared, 
and identity standards formulated for farina, enriched farina, and other 
wheat products. There was no doubt whatever of the good faith of 
the manufacturer who put farina enriched with vitamin D on the market, 
or of the wholesomeness of that product. But many other cereal prod- 
ucts equally wholesome had also come on the market, to which had 
been added other vitamins and nutritional minerals constituting a num- 
ber of different kinds and degrees of enrichment. This was at a time 
when the public, through labeling, newspaper and magazine advertis- 
ing, and over the radio, was being urged through claims and counter- 
claims of nutritional and health benefits to consume this, that, or the 
other vitamin or mineral preparation. Conditions pointed to such fur- 
ther multiplication of the kinds and degrees of enrichment of the wheat 
products being standardized that none but the extraordinarily well- 
informed consumer would be able to find his way through the chaotic 
offerings to a reasonably intelligent choice. War in Europe made 
nutritional problems increasingly important even in this country. The 
public demand for better nutrition was emphasized by recently con- 
ducted surveys showing inadequacies of diet to be widespread. New 
discoveries in the science of nutrition, some of which were sensationally 
publicized although little understood by the laity, further fertilized the 
field for potential exploitation of the public. 

It was therefore apparent that to make provision for an unrestricted 
number of enriched farinas would not serve consumer interests. Faced 
with this, the Administrator had to make a practical choice. It was 
his statutory duty to minimize consumer confusion and the consequent 
likelihood of consumer deception in the appraisal of the enriched cereals 
that were the subject of the standards hearing. He had before him 
the testimony of outstanding nutritionists that serious and widespread 
deficiencies of thiamin, riboflavin, niacin, and iron existed in the diet 
of a substantial proportion of the population. These scientists had 
urged the enrichment of cereals to correct such deficiencies. The Admin- 
istrator concluded that it would be reasonable and would promote hon- 
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esty and fair dealing in the interest of consumers to prescribe standards 
permitting the use of vitamin D in the enriched products, but requiring 
the use also of thiamin, riboflavin, niacin, and iron which were even 
more likely than vitamin D to be deficient in the diet. 


The new standards thus brought order out of chaos and insured 
that those cereal foods when sold as “enriched” would be better designed 
to meet consumer expectations of benefit. The standards did not pre- 
clude the addition of vitamin D to farina. They merely required that 
a farina sold as enriched also contain other vitamins and iron which 
were more likely to be needed by the consumer. 


The Supreme Court said in its decision in the Farina case that 
the purpose of identity standards “was not confined to a requirement 
of truthful and informative labeling’ but was to “reflect a recognition 
by Congress of the inability of consumers in some cases to determine, 
solely on the basis of informative labeling, the relative merits of a 
variety of products superficially resembling each other.’ This does 
not mean that a definition and standard of identity need be so narrowly 
drawn that there is no room for reasonable variation in the composition 
of the food sold under the defined name. 


Recognition of Optional Ingredients 


The statute provides for the recognition of optional ingredients 
which, in effect, create subidentities within identity standards and thus 
give desirable flexibility. If the opportunity to differentiate between 
such subidentities serves consumer interest, label declaration of the 
optional ingredients can be required. There has been some argument 
that the term “optional ingredient’’ should not be construed as including 
those of a group of ingredients from which any one or more may be 
selected, but where the use of at least one is mandatory. We know 
of nothing in the statute or its legislative history that supports this 
narrow construction. Unless and until the courts rule otherwise, we 
are disposed to follow the interpretation that lends the greater flexi- 
bility. For example, one might regard each of the vegetable oils, of 
which at least one must be used in making salad dressing, as an optional 
ingredient just as are sugar and other ingredients the use of which in 
salad dressing is permissive. Let me say that in using this illustration I 
am not forecasting the nature of any standard for salad dressing that 
may be recommended to the Administrator or what his action will be. 
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Whether a standard of identity is narrow and permits no variation 
of ingredients or broad and permits many variations within its bounds, 
it is important to recognize that if any standard is to have meaning, 
if it is to rise above the futility of the old advisory standards, its bounds 
must be respected. To permit variations not provided for in the standard 
itself inevitably means the break-down of the standard. We cannot 
have effective standards and freely disregard them, any more than we 
can have our cake and eat it too. This has been summed up by an 
appellate court in the Catsup case (148 F. (2d) 71, 73): 


* * * If producers of food products may, by adding to the common name 
of any such product mere words of qualification or description, escape the regulation 
of the Administrator, then the fixing of a standard for commonly known foods 
becomes utterly futile as an instrument for the protection of the consuming 
— i" 


Criticism of Food Standards Regulations 


There may be validity to the criticism that some of the identity 
standards have been drawn with such rigidity that inconsequential varia- 
tions which in nowise impinge upon consumer interest are not permitted. 
In future work it is our purpose to recommend the greatest latitude 
within standards that seems possible without undue risk. However, 
we must move with extreme caution when new and insufficiently tested 
chemicals may be prematurely used in foods through lax wording of 
the standards. Recent experience with nitrogen trichloride in flour 
points up this problem. It would not serve the welfare of either the 
public or the industry to draw identity standards with such looseness 
that relatively untested chemicals could be used, to find later, after 
their use had become established, that the chemicals actually menaced 
public health or were even potentially unsafe. 

There may likewise be some validity to the complaint that no 
provision is made for the interstate shipment of experimental lots vary- 
ing from applicable standards for the purpose of determining whether 
the variation being studied is meritorious. We have for a long time 
had under consideration the issuance of an administrative regulation 
designed to permit such interstate shipments where there is actual need 
for them in testing the product and where no risk to public welfare 
or of break-down of existing standards will be incurred. We will 
welcome drafts of proposed regulations to accomplish this purpose from 
any one who cares to submit them, supported by detailed statements 
of the factual situations showing the need for such provisions. 
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Mandatory Food Standards Will Not Retard Progress 


One frequently expressed fear of food standards is that they will 
retard progress. While no actual example of this has been seriously 
argued in the ten years of food standardization, hypothetical cases are 
cited where a food manufacturer, after long years of research, discovers 
an ingredient suitable for use in a standardized food. Before it can 
be so used, the manufacturer must request the Federal Security Admin- 
istrator to hold a hearing on a proposal to amend the standard. He 
must assume the risk of being able to show at the hearing that the 
new ingredient will promote honesty and fair dealing in the interest 
of consumers. To do this he will have to disclose the identity of the 
new ingredient. If he succeeds in getting the amendment, all of his 
competitors may use it and reap the benefits of his research, unless the 
ingredient or the process of producing or using it is patentable. It is 
than asserted that manufacturers would be rash indeed to spend their 
time and money in efforts to produce better products if they are to 
run such grave risk that the fruits of their inventiveness will be denied. 
One food manufacturer has written: 


It seems illogical that the food industry should not be permitted this same 
opportunity that the others have to develop new products and new ingredients for 
use in their products. 

The substance of this complaint is directed to the public policy 
expressed through the years in food and drug legislation that these 
vitally necessary commodities be subjected to a more sweeping gov- 
ernmental scrutiny than the output of the nut and bolt factory. This 
policy is based on the simple fact that people have a lively and very 
personal interest in what they put in their stomachs thrice daily, and 
can become quite emotional when they think their interests are not 
properly regarded by those who purvey the staff of life and its 
concomitants. 

It is true that an amendment must be obtained to permit the use 
of a new ingredient in a standardized product. That this has been 
no insuperable barrier is shown by the record of a long series of amend- 
ments, the hearings on which in several cases lasted not more than 
one-half day. If we keep in mind the vast importance to the public 
of the integrity of its food supply, it is difficult to challenge the basic 
soundness of this procedure even though at times it may seem unneces- 
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sarily cumbersome. And if patent law does not adequately safeguard 
the inventive genius of the food manufacturer, it would seem that the 
patent law rather than the food law should be changed. 

Certainly the public interest would not be served by the backward 
step of sanctioning secrecy as to composition of our foods. We have 
been told that there would be no objection to presenting privately to 
the Food and Drug Administration all the facts about a new ingredient 
if this could be done in lieu of presenting the information at a public 
hearing and thus jeopardizing the special advantages gained through 
the development and use of the new ingredient. But this cannot be 
done under the present terms of the law. Even if it could, it would 
invite charges of personal government, a potentiality no one wants. 
We subscribe to the principle enunciated by the Supreme Court in a 
case * under a state law, 249 U. S. 427, 431-432, that: 

The right of a manufacturer to maintain secrecy as to his compounds and proc- 
esses must be held subject to the right of the State, in the exercise of its police 
power and in promotion of fair dealing, to require that the nature of the product 
be fairly set forth. 

The fear that mandatory standards will retard progress is not 
supported by the ten-year record. That record demonstrates that no 
barrier has yet been raised to progress in the food industry, that changes 
demanded by progress have been made as promptly as was consistent 
with the safety and welfare of the public. 


Industry Cooperation in Comprehensive Studies 


The suggestion has been offered frequently that more compre- 
hensive study should be given to the detailed problems in each standard 
before a proposal is formally announced for public hearing. This sug- 
gestion we have consistently endorsed. We are glad to participate 
with the industries in such studies. But to gain real attention from the 
industry for whose products standardization is contemplated has not 
always been easy. Too frequently announcements of informal hearings 
before the Food Standards Committee and other statements of the 
contemplated standardization have not inspired the attention of manu- 
facturers to the point of genuine and effective effort to compile rele- 
vant facts. 


1 [Corn Products Refining Co. v. Eddy 
et al., 249 U.S. 427 (1919)]. 
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Let me urge that when such announcements are made or when 
inspectors state that the samples they are collecting are desired for 
study in connection with standards, the manufacturer regards this as a 
signal for his own intensive consideration of the scope and content of 
possible standards for his products. The time may be near when he 
will have the opportunity to participate in a frank and open exchange 
of data and views across the conference table or before the Food Stand- 
ards Committee, as a preliminary to the formulation of proposals for 
hearing. No one promotes his own interest or that of the industry or 
the public by attending such meetings in a mood of finding out what 
others think and keeping his own views to himself. To gain consid- 
eration of his views, he must eventually present them at the formal 
hearing. To present them as a surprise is, in my opinion, more likely 
to harm than to help his case. 

In most instances there has been gratifying response to efforts 
through trade associations to enlist cooperation in the compilation of 
data and the studies necessary to the formulation of standards. I regret 
that in a few instances we have been met with the assertion that the 
industry was not interested in compiling such data because it did not 
believe that standards were needed for its products. In at least one 
case an effort was made to prevent the holding of a public hearing, 
notwithstanding the fact that reasonable grounds for standardization 
were urged from sources outside the industry. This reluctance to con- 
sider any proposal for standards apparently stemmed in part from the 
assumption that once a public hearing is held promulgation of a standard 
inevitably follows. This is not true. Several hearings have been held 
on proposals to standardize where the Administrator has reached the 
conclusion that no standard should issue because the facts reported 
at the hearing did not justify standardization. 


Two-Fold Purpose of a Public Hearing 


The purpose of a public hearing is really two-fold: First, to 
determine whether or not a proposed standard or any modification of 
it will promote honesty and fair dealing in the interest of consumers, 
and second, if it will, just what provisions can be reasonably included 
to make the best standard attainable at the time. It is entirely proper 
to introduce evidence at the hearing to show that the statutory pur- 
pose will not be served by any standard and that, therefore, the Admin- 
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istrator should conclude not to standardize the food. The making of 
food standards is fundamentally a delegated legislative function; to 
urge the Administrator to reach this conclusion without public hearing 
and without making findings of fact is to overlook a basic principle of 
legislative procedure. I heard the late Senator Copeland say many 
times, in the course of his work on the bill that became the present law, 
“You can't legislate off in a corner.” 

It is the essence of good legislative procedure that every card be 
face up on the table so that everyone interested has an opportunity 
for its careful appraisal. The Administrator, in determining whether 
or not to issue a standard, is acting in a quasi-legislative capacity and 
should not be called upon to act otherwise than upon publicly presented 
facts. A proposal to issue or amend a food standard, if advanced on 
sound and reasonable grounds, is of sufficient importance to warrant 
a public hearing, or at least the opportunity for such a hearing, so that 
every interested person may submit relevant facts to aid the Adminis- 
trator in reaching his decision and so that the public may know the 
basis for that decision. 

The statutory guide laid down by Congress for the Administrator 
in its mandate to prescribe food standards is that each standard shall 
be reasonable and that he shall conclude from the evidence that the 
standard will promote honesty and fair dealing in the interest of con- 
sumers. The detailed objectives within this mandate have not been 
comprehensively and authoritatively outlined. The Supreme Court has 
settled the proposition that the objective of definitions and standards 
of identity goes beyond informative labeling. Considerations of whole- 
someness and safety can hardly be excluded from the concept of honesty 
and fair dealing. The reach of definitions and standards of identity 
and of standards of quality and fill of container in terms of the con- 
sumer’s economic welfare, his understanding and expectation, his pref- 
erences and prejudices, remains for future decisions of the courts. 


Standards-Making as Affected by Consumer Understanding 


While much has been written about the part played in standards- 
making by consumer understanding, this point can hardly be over- 
stressed. But we should not fall into the error of confusing consumer 
understanding with consumer acceptance or even consumer satisfaction. 
Before the cream cheese standard was prescribed requiring not less than 
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33 per cent of milk fat, consumers accepted as cream cheese a product 
containing 25 per cent or less and perhaps were satisfied with it. Whether 
they would have accepted it and been satisfied, had they understood 
that the newly devised process whereby it was prepared permitted the 
use of much less fat and more water than cream cheese had previously 
contained and most cream cheese still contained, is another question and 
one which goes to the heart of standards-making under the rule of 
promoting honesty and fair dealing in the interest of consumers who 
“in the circumstances of modern industrialism, are largely beyond 
self-protection.” 

We recognize the great difficulty of getting accurate evidence of 
consumer understanding for inclusion in the records of standards hear- 
ings. That problem is illuminated in an article entitled “The Formu- 
lation of Mandatory Food Standards” by H. Thomas Austern in 2 Food 
Drug Cosmetic Law Quarterly (1947) 532. Mechanisms for develop- 
ing the facts as to consumer understanding and interest are badly 
needed, and each step of progress toward that end is welcome. It is 
worse than futile, however, to introduce surveys purporting to reveal 
consumer understanding when techniques employed, such as leading 
questions, are vulnerable to attack. Such surveys can only result in 
unnecessary controversy and in obscuring the record. 


Food Standards of Value to the Public and the Food Industries 


The formulation of legally binding food standards -was begun in 
1938 with but little background of experience to serve as a guide. Much 
of the work has been frankly exploratory; some of the important ques- 
tions have been settled, others are becoming clarified, and still others 
are left entirely to the future. If the work is carried on carefully and 
intelligently, it can be of incalculable value to the public and to the 
food industries. Those industries have already contributed greatly. 
They can contribute much more, and I am confident that they will. 

Much remains to be done by all of us in carrying out a standards 
program to cover the foods where standards will in fact promote hon- 
esty and fair dealing in the interest of consumers and at the same time 
promote the stabilization and well-being of the industries. Definitions 
and standards of identity have not yet been prescribed for many impor- 
tant staples. The field for standards of quality and fill of container 
has been little more than touched. 
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Simplifying and Improving Techniques and Procedures 


Much remains to be done by all of us in simplifying and improving 
the techniques and procedures for formulating and prescribing stand- 
ards. We can shorten the time required for formal hearings. We can 
avoid some of the needless controversies that occur at hearings. While 
acknowledging that cross-examination is a valuable tool for crystalliz- 
ing and delineating the facts on which the Administrator must act, we 
can try to give to the hearings more of the studious atmosphere of a 
fact-finding proceeding, which it is, and less of the din of embattled 
adversaries. We can reduce the long periods between the hearing and 
the promulgation of the final order. 

These things cannot be done in an atmosphere of fear, distrust, 
and unrealistic forebodings. The purpose of the law is to provide good 
and workable standards. That purpose cannot be achieved by the gov- 
ernment alone. It necessitates whole-hearted and intelligent work by 
the food industries, tempered and guided by good judgment, a high sense 
of public responsibility, and vision of a future rich in its promise 
of progress. [The End] 


CERTIORARI DENIED IN 
SPECTRO-CHROME CASE 


On May 17, 1948, the United States Supreme 
Court denied certiorari in Dinshah P. Ghadiali 
and Dinshah Spectro-Chrome Institute v. United 
States. The Circuit Court of Appeals for the 
Third Circuit had affirmed a conviction of de- 
fendant based upon the introduction into inter- 
state commerce, in violation of the Federal Food, 
Drug, and Cosmetic Act, of certain misbranded 
devices known as Spectro-Chromes intended for 
the cure, mitigation, treatment, and prevention 
of disease. 
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Observations on Section 502 (f) (1) 


By CARSON GRAY FRAILEY 


INTERPRETATION AND SCOPE OF THE REQUIREMENT OF 
THE FEDERAL LAW THAT THE LABELING OF DRUGS OR 
DEVICES MUST BEAR ADEQUATE DIRECTIONS FOR USE 


pretation and scope of Section 502(f)(1) of the Federal Food, 
Drug, and Cosmetic Act, which requires that the labeling of 
drugs or devices must bear adequate directions for use. 


R ECENT EVENTS have served to quicken interest in the inter- 


The language and reasoning of the Supreme Court in the Sullivan 
case ' has heartened those who have maintained persistently that “‘pre- 


scription” drugs could logically be included within the range of the clause 
itself, rather than being placed as exemptions to the requirement thereto. 


Administrator's Concept of Section 502(f) (1) 


In deciding that drugs which must be used only under medical 
supervision are to be segregated into the exempted class, the Administra- 
tor has determined that adequate directions for use would apply only to 
drugs which are to be sold over-the-counter. The Administrator's con- 
cept of the clause is illustrated in the regulations promulgated thereunder. 


The assumption can be made that the Administrator felt that it 
would be a perversion of the true meaning of Section 502(f)(1) to 
include “prescription drugs’ within the scope thereof. It is clear that 
the Administrator does not consider the “prescription legend" * to con- 








1 The United States of America v. Jordan 
James Sullivan, trading as Sullivan’s Phar- 
macy, January 19, 1948, in the Supreme 
Court of the United States. No. 121, Oc- 
tober Term, 1947; [CCH Food Drug Cos- 
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221 Code of Federal Regulations, 
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1944 


Page 255 





CarRSON GRAY FRAILEY 


Member of the Bar 
of the District of Columbia 


Harris & Ewing 


stitute adequate directions for use for those drugs which are not safe for 
over-the-counter sale. If he had, it might have been possible to state 
affirmatively in one of the interpretative regulations promulgated under 
the clause that under certain conditions drugs would be adequately 
labeled if they bore the prescription legend. 

The Administrator chose, however, to separate entirely, into two 
distinct categories, the over-the-counter and prescription drugs. In order 
to accomplish that purpose, the Administrator invoked the proviso * 
under the section to exempt prescription drugs from the requirement of 


adequate directions. In doing so, the Administrator obviously believed 
that his power to exempt by regulation also carried with it the power to 
establish mandatory regulations for those drugs which were excused 
from the operation of the clause. 


Drugs Exempted from Use Direction Requirement 


The Congressional wording of the proviso might cause query as to 
the type of drugs which are to be exempted from the requirement. The 
Administrator is directed to exempt drugs from bearing directions when 
directions are not necessary for the protection of the public health. It 
would not be a rash speculation to assert that the wording ‘‘not neces- 
sary for the protection of public health” conveys the impression that 
Congress was directing the Administrator to relax the requirements on 
drugs for which adequate directions are generally known, rather than to 





3 Section 502 (f) (1) * * * Provided, that of the public health, the Administrator 
where any requirement of clause (1) of shall promulgate regulations exempting 
this paragraph, as applied to any drug or such drug or device from such requirement. 
device, is not necessary for the protection 
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utilize the exemption authority to organize a system of rigid control 
for certain drugs. Other sections of the law are to be found where 
Congress advocated temperate enforcement,‘ and it could be reasoned 
that an “exemption” from the burden of writing directions because the 
protection of public health is not at stake refers to drugs which are of 
inferior importance insofar as directions are concerned, rather than to 
those drugs which require special administration and directions by prac- 
titioners. 


Prescription Drug “Exemption” Mandatory 


Once having decided that “prescription drugs’’ would not have to 
bear directions for use for the protection of public health, the Administra- 
tor is directed by the proviso to make the exemption. The exemption 
would free those drugs from the burden of adequate directions, but, 
at the same time, would the Administrator under the authority of the 
proviso, be empowered to impose another burden on those drugs? The 
mandate to the Administrator was to promulgate regulations which 
exempt, but the regulations which have been promulgated have set up 
requirements beyond the mere fact of exemption. They impose an addi- 
tional requirement. Further, the positive directions given in the ““exemp- 
tion’’ regulations do not indicate that the exemption is merely permissive. 
For the prescription drug, the “exemption” appears to be mandatory, 
whereas the other exemptions which have been set forth under the pro- 
viso seem to be a matter of choice as to whether the exemption must be 
taken. 


Prescription Legend Fulfills Direction Requirement 


The language of the Sullivan decision furnishes an additional im- 
petus for reconsideration by the Administrator of the present interpreta- 
tion of Section 502(f)(1) and the proviso thereto. Justice Black, speak- 
ing for the majority of the court, stated, in setting out the facts of the 
case: 


A laboratory had shipped in interstate commerce from Chicago, Illinois, to a 
consignee at Atlanta, Georgia, a number of bottles, each containing 1,000 sulfathiazole 
tablets. These bottles had labels fixed to them, which, as required by Section 502(f)(1) 
and (2) of the Act, set out adequate directions for the use of the tablets and adequate 
warnings to protect ultimate consumers from dangers incident to this use. (Emphasis 
supplied) . 


‘Sections 403 (e), (i), (kK); 502 (b), (e). 
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To this statement there is an annotation as follows: 


The following inscription appeared on the bottle labels as a compliance with 
Section 502(§)(1) which requires directions as to use: “Caution—To be used only by 
or on the prescription of a physician.” This would appear to constitute adequate 
directions since it is required by regulation issued by the Administrator pursuant to 
authority of the Act. 21 C. F. R. Cum. Supp., Section 2.106(b)(3). (Emphasis 


supplied). 

The regulation to which Mr. Justice Black refers states, 

Information adequate for the use of such drug or device by physicians, dentists, 
or veterinarians, as the case may be, is readily available. 

It is plain from reading these statements that the court believes that 
the “prescription legend" constitutes the fulfillment of, rather than an 
exemption from, the requirement of adequate directions. The court 
apparently felt that since the law clearly requires that drug labeling bear 
adequate directions for use, that therefore the regulations promulgated 
thereunder which set out positive label requirements such as ‘‘the pre- 
scription legend,’ could not be exemption regulations, but must be in 
fact a method of compliance with the basic requirement. At a later point 
in the decision, Mr. Justice Black averred: “We find no ambiguity in the 
misbranding language of the Act.” 


Scope of Authority of the Administration 


The question of whether the regulations creating prescription drug 
exemptions can be considered as above and beyond the scope of the 
authority upon which they are based, would have some bearing upon 
the currently discussed ruling ° promulgated by the Food and Drug 
Administration with regard to the labeling of certain inert glandular 
substances. The government has asserted that these drugs cannot be 
successfully placed in the prescription category since the manufacturer 
would be unable to prepare a brochure for physicians which is a mandate 
of one of the “‘prescription regulations.” 


Various facets of the interpretation of 502(f)(1) and its exemp- 
tions are presented by this problem. How far can these requirements for 
directions for either the consumer or the physician be carried? Could an 
inert glandular substance be sold as a placebo where the requirement for 
directions would obviously be omitted? Such a label might be considered 


* Section 3, 60 Stat. 238; 5 U. S. C. 1002. 
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in violation of Section 502(a)* by virtue of the unusual use of an inert 
glandular substance as a placebo. 


Adequate Directions for Drug Having Two Uses 


In a recent case’ the government has successfully contended that 
where claims of indications for use are made for a product by advertise- 
ment, adequate directions for the advertised use must appear in the 
labeling. Therefore, if an advertised claim requires directions which 
are different from those shown in the labeling the product will be 
misbranded. 

The thought arises as to whether a product which bears adequate 
directions for one use would be considered misbranded if oral or written 
advertising claims were made for its effectiveness in another use, when 
the directions for the other use would be identical with those for the 
use set out in the labeling. The answer to this question depends upon 
whether the language of Section 502(f)(1) includes a requirement for 
indications for use. The theory employed in the Colusa decision that 
directions for use must appear in the labeling where the use for the drug 
has been advertised, would imply that indications may be given effec- 
tively by advertising rather than in the labeling. Authority for this 
may be found in Regulation 2.106(a) (1) under Section 502(f)(1): 

Directions for use may be inadequate by reason (among other reasons) of omis- 
sion, in whole or in part, or incorrect specification of: (1) directions for use in all 
conditions for which such drug or device is prescribed, recommended, or suggested in 
its labeling, or in its advertising disseminated or sponsored by or on behalf of its 
manufacturer or packer, or distributor, or in such other conditions, if any there be, for 
which such drug or device is commonly and effectively used. 

The import of this reasoning demonstrates that indications for use 
are not to be considered as a part of adequate directions. This con- 
clusion would appear to be at variance with the District Court decision 
in the Bush case * which held that adequate directions for use should 
contain not only a statement of dosage, but also a statement of the pur- 
pose for which the article is to be taken. If the premise be true that 
502(f)(1) cannot reach the hypothetical situation proposed above, 


* Section 502. A drug or device shall be 
deemed to be misbranded—(a) If its label- 
ing is false or misleading in any particular. 

* United States v. Chester Walker Col- 
grove and Colusa Remedy Company, in the 
District Court of the United States for the 
Southern D'strict of California, Central 
Division. No. 5992-WM Civil. December, 


Observations on Section 502(f)(1) 


1947: [CCH Food Drug Cosmetic Law Re- 
ports ° 7046]. 

’ United States v. 150 packages, et al., 
in the District Court of the United States 
for the Eastern District of Missouri, East- 
ern Division. No. 4415, July 11, 1947: 
[CCH Food Drug Cosmetic Law Reports 
— 7059]. 
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wherein a drug had two uses, one stated in the labeling, the other 
advertised but not in the labeling, and where the dosage was correct for 
either use, and, if under the Colusa case directions for use must be in the 
labeling if indications are advertised, the conclusion may be drawn that 
directions for use cannot be considered as including indications for use. 


Where the dosage stated in the labeling will apply to any use of the 
drug, it would seem that indications for use may be superfluous. When 
different dosages are required for separate uses, indications would be 
necessary to clarify the dosages. To facilitate and perhaps to safeguard 
self-medication, indications for use would be desirable. 


Medium for Stating Directions for Use 


The fact that Section 502(f£)(1) employs the word “labeling” 
rather than the word “‘label’’ does not mean that the manufacturer can 
be indiscriminate in his choice of medium for stating directions for use, 
because Section 502(c) ° declares that information which is required 
under the Act must appear on the label or labeling in such a manner 
as to render it likely to be read and understood by the ordinary individ- 
ual under customary conditions of purchase and use. The presumption 
can be made that the ordinary purchaser customarily relies on the label 
itself and is likely to discard accompanying literature. 


Future Interpretation 


The future interpretation of Section 502(f) (1) will probably extend 
its scope with regard to product efficacy. If directions for use are to be 
adequate, it might reasonably be argued that under those directions 
reliance may be placed in the product to accomplish absolutely the pur- 
pose for which it is sold. Absolute satisfaction cannot be expected by all 
consumers regardless of the directions of use, and self-medication will 


always depend upon the consumer's ability to diagnose his condition. 
[The End] 





® Section 502. A drug or device shall be spicuousness (as compared with other 
deemed to be misbranded—(c) If any word, words, statements, designs, or devices, in 
statement, or other information required the labeling) and in such terms as to render 
by or under authority of this Act to ap- it likely to be read and understood by the 
pear on the label or labeling is not ordinary individual under customary condi- 
prominently placed thereon with such con-_ tions of purchase and use. 
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Some Gurrent Problems He 
of Enforcement of the Federal Drug Law 


BY GEORGE P. LARRICK 
THE PROBLEMS INVOLVED IN PROTECTING CONSUMERS 
AND HONEST MANUFACTURERS ARE NOT STATIC. NEW 
TYPES OF VIOLATIONS FREQUENTLY REQUIRE NOVEL 
USES OF LAW-ENFORCEMENT TOOLS . 








This article was read at the Annual Meeting of the Proprietary 
Association of America at Atlantic City, New Jersey, May 25, 1948. 


of the enactment of the Federal Food, Drug, and Cosmetic Act 

of 1938. It is interesting also to note that the first Federal law 
dealing with drugs was the Import Drugs and Medicines Act of June 16, 
1848. The process of growth and refinement of the Federal law regulat- 
ing medicines has therefore occurred during a period of a century. 


[oe TWENTY-FIFTH OF JUNE marks the tenth anniversary 


Apparently the import drug law of a hundred years ago was enacted 
at the suggestion of the drug industry and was intended to prevent the 
importation of adulterated crude drugs, essential oils, and chemicals. 


The Annual Report of Secretary of the Treasury Marshal for the 
fiscal year 1849 includes a letter from a Philadelphia drug manufacturer 
who complained about the inferior quality of imported quinine sulfate. 
He made a further point that the sophistication could not be detected 
by the Custom House chemists. The Secretary endorsed the views ex- 
pressed in the letter and added a personal testimonial concerning the 
therapeutic value of the American-made product. 
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With the passage of the years the development of more complex and 
useful medicines has been accompanied by equal advances in the tech- 
niques available to determine their purity and effectiveness. 


Profound changes have likewise taken place in the commercial 
distribution of medicines. Small industries with only local sales have 
been supplanted by relatively large manufacturing operations and by 
national distribution. 


All of you are aware of the steps which Congress has taken to 
enlarge the scope of the Federal Food, Drug, and Cosmetic Act as these 
economic developments have occurred. The Federal courts, too, have 
been aware of the realities of present-day commerce; in the recent Sulli- 
van decision ' dealing with the extent to which the act confers authority 
to regulate foods, drugs, and cosmetics it was held that the purpose of the 
act is ‘‘to safeguard the consumer by applying the act to articles from 
the moment of their introduction into interstate commerce all the way 
to the moment of their delivery to the ultimate consumer.” 


The problems involved in protecting consumers and honest manu- 
facturers are not static. New or growing abuses frequently require novel 
uses of law-enforcement tools. 


Pitchmen and Health-Food Lecturers 


The activities of pitchmen and so-called “health food lecturers” 
have increasingly engaged our attention. This is by no means a small 
enterprise. We have records in our files of several hundred individuals 
who sell their wares through most eloquent, persuasive, and extravagant 
appeals to people suffering or imagining they are suffering from almost 
all known diseases. The pattern of their promotion plans differ. Some 
borrow largely from the program perfected years ago by Gilbert Mosby 
who introduced Konjola through the professionally garbed “‘Konjola 
Man” who appeared in person in local drugstores and extolled the virtues 
of the medicine to store customers. Present-day pitchmen in this class 
seem to prefer variety stores and other similar establishments, although 
some of them still operate in drugstore windows. Their ability to attract 
the attention of persons passing by is enhanced by the use of microphones 
and sound amplifiers. The big-time operators in this field have, however, 





1 [United States v. Sullivan, (U. S. Sup. Reports { 7076: 3 Food Drug Cosmetic Law 
Ct., 1948), CCH Food Drug Cosmetic Law Quarterly (1948) 131.] 
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developed far more effective tactics. They rent an auditorium for a week 
or two and prepare in advance to insure a large audience either through 
advertising in the daily papers or by means of specially selected mailing 
lists. 

A typical mailing piece asserts that, “For less than the price of 
a single average doctor bill, not to speak of hospital bills and medicine 
bills, and the cost immeasurably in dollars and cents of needless misery 
and pain you can learn the modern way, the scientific way, the nutritional 
way, to better health and longer life. If you are discouraged. If un- 
happiness and disease are hounding you then you owe it to yourself not 
to miss a single lecture.” The brochure promises that the students will 
learn which foods help eliminate arthritis, asthma, high blood pressure, 
varicose veins, or whatever trouble they may have. “I promise to teach 
you how to rebuild your stomach, obtain better eyesight without glasses, 
the secret of youth, how to stay young and avoid heart trouble.”” Usually 
the series begins with a free lecture. To attend the succeeding nights 
of the health school one must pay an enrollment fee ranging from 5 to 25 
dollars. The audience on the free night may reach as high as 1,000 
persons. Generally the paid lectures are less well attended, but they too 
may attract as many as 500 people. Showmanship of a high order of en- 
tertainment value is the main stock in trade. Young women in the pink 


of health and of pleasing form may appear in abbreviated costumes and 
perform a variety of acts to demonstrate the buoyant health attainable 
through the consumption of a desiccated seaweed containing the mys- 
terious health attributes of the briny deep. 


The lecturers are not immodest in extolling the virtues of their wares. 
It is all very adroitly done and the successful lecturer may take as high as 
$25,000 in a week or ten-day stand when the total receipts from payments 
for the lecture course, sales of dried vegetable preparations, vitamins, 
mineral tablets, and other generally innocuous food or drug preparations 
are added to the collection obtained in support of a ‘research founda- 
tion’’ or some other enterprise in which the lecturer asserts his interest. 


The income of these promoters is not restricted to the sums which 
they receive during the course of their appearances in various cities. 
They usually have an arrangement with one or more local stores; gen- 
erally the so-called “health food stores’’ whereby the persons attending 
the lectures and their friends may continue to buy the products after the 
lecturer has moved on to his waiting audiences in other cities. 
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As the labeling of medicine generally has become more conservative 
and factual, the ability of these lecturers to merchandise their wares has 
apparently increased. They not only extol the virtues of their own 
preparations but condemn medical science in general, and many of them 
disparage medicines other than those which they sell. 


Misrepresentation 


The law-enforcement problems involved in the regulation of illegal 
activities in this field began some years ago. At that time the lecture 
technique had not been so highly perfected. The dried vegetables, 
mineral mixtures, vitamins, and other similar products were generally 
sold in packages in which circulars were included. The records of the 
courts deal with many legal actions brought on the conventional charge 
that the claims for the “health food” (or what have you) falsely repre- 
sented and suggested that the product would be effective in treating high 
blood pressure, low blood pressure, overweight, underweight, diabetes, 
tuberculosis, etc. 


Labeling 


These cases were relatively simple to prepare and to prosecute suc- 
cessfully. This did not solve the problem. We found that the products 
were still being sold but all objectionable claims had been removed from 
the labels and from any circulars which were physically attached to the 
packages as they moved in interstate commerce. The immediate labeling 
of the package was therefore made innocuous. Literature distributed 
separately and perhaps denominated by some such title as “Diet daily 
or die early’ was shipped separately to the dealers. On the dealers’ 
shelves the products and the promotional literature were displayed to- 
gether and for all practical purposes the sales appeal of the literature was 
just as effective as it had been in the first place. Cases were then brought 
based on the allegation that literature shipped separately from the mer- 
chandise but coming together with it at a common destination, accom- 
panied the article from the standpoint of the language of the Federal 
Food, Drug, and Cosmetic Act. Many such cases were successfully 
terminated. 


In recent months there have been, as you no doubt know, some 
divergent views expressed by the Federal Circuit Courts of Appeal as to 
just what constitutes labeling within the meaning of the Federal statute. 
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In the Kordel decision * in Chicago, the Court of Appeals agreed 
with the lower court that in criminal informations charging the misbrand- 
ing of a drug, booklets, pamphlets, or circulars sent by the defendant to 
the same consignee as the drug, and displayed and intended to be dis- 
tributed in relation to the drug do accompany the drug and constitute 
part of its labeling. 


A number of decisions of other courts in civil cases had adopted 
essentially the same view, but the Fifth Circuit Court of Appeals in the 
Urbeteit case * and the Ninth Circuit Court of Appeals in the Alberty 
case * have held to the contrary. Petitions for certiorari to the Supreme 
Court have been filed in both the Kordel and Urbeteit cases. We an- 
ticipate, therefore, an authoritative opinion from the Supreme Court as to 
just what printed matter constitutes labeling for the purpose of the Fed- 
eral Food, Drug, and Cosmetic Act. 


Product Recommended from Lecturer’s Platform 


Regardless of the outcome of this litigation, many of the pitchmen 
and spielers have now adopted a new technique. The labels themselves 
bear no affirmative claims of curative value. Literature is not shipped 
with the products. Furthermore, they are abandoning the use of mis- 
leading literature altogether and depending almost exclusively upon 
the spoken word to accomplish the results which they previously obtained 
by other means. 


Thus a product which bears upon its label no statement except its 
name, the name and address of the manufacturer, the name and address 
of the distributor, the quantity of contents, and perhaps an assertion that 
it is a food for dietary purposes which when taken according to direc- 
tions will provide the minimum daily requirements of one or more nutri- 
tional supplements is recommended from the lecturer's platform as 
capable of arresting high blood pressure and other equally serious 
diseases. 


A number of cases have been brought and others are in the course 
of preparation which seek to pursue these products further and prevent 





2 [United States v. Kordel, 164 F. (2d) 913 
(CCA-7: 1947), CCH Food Drug Cosmetic 
Law Reports 7063, certiorari granted 
(U. S. Sup. Ct., 4-19-48).] 

3 (Urbeteit v. United States, 164 F. (2d) 
245 (CCA-5; 1947), CCH Food Drug Cos- 


metic Law Reports § 7065, certiorai granted 
(U.S. Sup. Ct., 4-19-48).] 

* [United States v. Alberty, 159 F. (2d) 
278 (CCA-9; 1947), CCH Food Drug Cos- 
metic Law Reports % 7034.] 
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their sale for serious diseases. The charge is based on the requirement 
of the Federal act that a drug is misbranded unless its labeling bears 
adequate directions for use. 

This principle was the basis of a contested case ° in the Southern 
District of California. The court held that when, through advertising, 
a drug was represented as a treatment for psoriasis, eczema, leg sores, 
leg ulcers, etc. and the labeling of the drug did not bear adequate 
directions for use in the treatment of these ills the drug was misbranded. 


The objective of the Food and Drug Administration in these cases 
is obvious. We are asking the courts to concur in our view that ade- 
quate directions for the uses for which the drug is advocated to the public 
should appear upon the label. If no really adequate directions can be 
writen for the diseased condition involved then the drug should not be 
sold for that condition. 

The fact that the Food and Drug Administration is increasingly 
giving more and more of that portion of its time which it devotes to 
the drug industry to the relatively few who indulge in questionable 
practices is in itself evidence that the great bulk of medicines on the 
market today are properly labeled. 


Factory Inspections 


Several of my friends in this Association have suggested that dur- 
ing the course of this talk I refer to the question of factory inspections 
by the Food and Drug Administration. 

Dr. Dunbar, in a recent talk * before the Third Annual Meeting 
of the New York State Bar Association, dealt with this subject at 
some length. He quoted from our Inspectors’ Manual which includes 
the following: 

Approach the person in charge of the plant in a dignified, authoritative, cordial 
manner as a responsible official representative of the Food and Drug Administration. 
Identify yourself by name, title, and organization, and present your credentials. 
Explain the purpose of your visit, i. e., inspection of the plant, raw materials, manu- 


facturing processes, labels and labelings, finished products, distribution of products, and 
possibly the collection of samples. 

The inspector's identification card deals with authority. The Administration 
is proud of the fact that its inspectors depend upon diplomacy, tact, and persuasive- 





5 [United States v. Colgrove (DC Calif.; * [Administrative Progress of the Federal 
1947), CCH Food Drug Cosmetic Law Re- Food, Drug. and Cosmetic Act, 3 Food 
ports § 7046.] Drug Cosmetic Law Quarterly (1948) 5.] 
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ness to acquire evidence, rather than upon strong-arm methods. Sometimes com- 
plaints are received alleging that inspectors have departed from this tradition. Many 
of these complaints are unjustified, but in some instances the purpose of the law 
could have been better served if more patience had been shown, and by more 
diplomatic handling of the situations involved. 


Refusal to permit inspectors to copy interstate records and to enter and inspect 
food, drug, device, or cosmetic factories is a criminal offense. If prosecutions are 
brought for refusal, the inspector must show that his conduct in connection with the 
refusal was reasonable and fair, and that he exercised every reasonable precaution 
to avoid refusal. In no instance can resort to threats of prosecution reflect credit 
upon an inspector when he is met with a refusal. There is no objection to a courteous 
discussion of the authority to inspect if it is questioned or denied. This discussion 
should be couched on a plane of helpfulness to the person by acquainting him 
with his obligation under the law. 

In the ten years since the law of 1938 was enacted, there have not 
been any cases which provided a complete and authoritative answer to 
the question “What is the authority of a food and drug inspector?” 
We have not sought to develop cases to determine this point. Our 
theory has been and is that we will go about our business of enforcing 
the law itself and will not deliberately try to make cases to learn the 
extent of the inspector's authority. When and if we are met with refusal 
of inspection in a case or cases where we believe that the inspection 
is necessary to accomplish the purposes of the act we will not hesitate, 


of course, to try out the issue. 


A recent case’ did arise, and this is the case I have been asked 
to discuss, which may throw some light upon the question. In the 
regular course of routine work an inspector was directed to investigate 
the use to which an uncertified coal-tar color known as “butter yellow,” 
which is known to be capable of producing cancer in laboratory animals, 
was being put by a pharmaceutical manufacturer who had received 
a shipment of this article. The inspector was instructed to make a gen- 
eral factory inspection while he was visiting this plant. He called at the 
manufacturing plant and identified himself. He asked permission to 
make the inspection and this was freely granted. He was likewise 
permitted to copy the labels from various raw materials including the 
label of the dye to which I have referred and he was permitted access 
to the firm's invoices which recorded the products shipped to various 
customers. 


™ [United States v. Crescent-Kelvan Co., 
et al., 164 F. (2d) 582 (CCA-3; 1948), CCH 
Food Drug Cosmetic Law Reports { 7079.] 
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An information was later filed alleging that a product containing 
cinchophen was not marked with the common or usual name of this 
dangerous ingredient and it was further charged that one of the firm's 
finished drug products contained the illegal coal-tar color. The case 
was tried in the lower court and a verdict was rendered for the gov- 
ernment. An appeal was taken to the Third Circuit Court of Appeals. 


Among the grounds upon which the appeal was based was the 
assertion that, ““The defendants were deprived of the rights guaranteed 
to them by the Fourth Amendment of the Federal Constitution and that 
their effects were subjected to unreasonable search and seizure because 
the inspector made the inspection without a search warrant, because 
he obtained a sample of the prohibited coal-tar color and, above all, 
because he inspected the shipping records from which the names of 
doctors who purchased the drugs were obtained. This inspection led 
to the collection of samples of the drugs involved and to their intro- 
duction into evidence at the trial.” 


The opinion of the Circuit Court in part is as follows: 


Section 704 of the Act * * * provides that officers designated by the Admin- 
istrator, after first making a request and obtaining permission of the owner, or 
custodian are authorized to enter, at reasonable times, any factory in which drugs 
are manufactured, processed, packed, or held for introduction into interstate com- 
merce and to inspect at reasonable times such factory and all pertinent equipment, 
finished and unfinished materials, containers and labeling therein. * * * It is 
clear from the testimony that whether the inspector expressly requested leave to 
enter and received such permission from the individual defendants who were in fact 
in charge of the premises, leave and permission to enter were tacitly granted to 
the inspector by the individual defendants. Under the statute the inspector had 
the right to examine the package containing the prohibited coal-tar color, Butter 
Yellow. But even if the inspector had no express right under the statute to take a 
sample of the coal-tar color, the individual defendants consented and acquiesced in 
that taking. * * * We entertain no doubt that Section 704 is constitutional. 


The court did not go further in actually deciding what an inspector's 
authority is, but disposed of the question of whether or not he had 
proceeded properly in reviewing the invoices by pointing out that the 
firm's representatives granted him permission for such review. How- 
ever, in a footnote, the court included these significant observations: 

Comparing the provisions of section 704 of the Act * * * with those of 
section 703 * * * relating to the inspection of drugs in the possession of carriers 
engaged in interstate commerce, it should be noted that the right to inspect shipping 
records is expressly conferred upon officers of the Administration. Since the right 


to inspect shipping records is not expressly conferred upon inspectors making inspec- 
tions of factories, it may be argued that an inspection of a factory under the latter 
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section would not include an inspection of the factory's shipping records. On the 
other side, it may be argued that inspection of a ‘factory’ includes the inspection 
of everything to be found therein relating to the business of the factory. The latter 
view seems to us to be more in accord with the canons of statutory construction but 
it is unnecessary to decide this question in the case at bar. 

I hope that my discussion of this case will not be misconstrued 
by any member of this audience. We will continue in the future, as 
in the past, to seek to deal courteously and cooperatively with the food, 
drug, and cosmetic manufacturers. It is only rarely that our inspectors 
are not cordially received when they seek permission to make inspections. 
We sincerely hope to continue to conduct our activities on such a plane 
as to warrant and receive the respect of the industries subject to the 
law. We do not want to exercise authority for authority's sake. 

I am sure all of you realize that, while we would not need authority 
to make inspections ordinarily, it is a fact that we must deal with dis- 
honest manufacturers as well as with those who are honest. From 
time to time we encounter operations which are carried on in a thor- 
oughly hidden manner, and the output of such operators may be seri- 
ously inimical to the public welfare. It is in instances such as these 
when the authority to inspect is necessary to protect both the public 
and the reputable manufacturer. [The End] 


KORDEL AND URBETEIT CASES 


On April 19, 1948, the United States Supreme 
Court granted certiorari in the Kordel and 
Urbeteit cases, in both of which the main issue 
was whether or not literature “accompanied” 
the product in interstate commerce and thus 
constituted labeling. These cases were discussed 
in 3 Food Drug Cosmetic Law Quarterly (1948) 
114 et seq. 
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THE STATUS OF 


Existing Trade-Mark Registrations 
Under the New Trade-Mark Act of 1946 


WHY HAVE REGISTRANTS UNDER THE OLD ACT 
THUS FAR SHOWN SUCH MARKED RELUCTANCE 
IN SEEKING THE BENEFITS OF THE NEW LEGIS- 
LATION? ...... . BY WALTER J. DERENBERG 








This article is based in part on a paper read by the author at the 
Seventieth Annual Meeting of the United States Trade-Mark Associa- 
tion, on April 23, 1948. The views expressed in this article are those 
of the author and do not necessarily reflect the views of the Patent Office. 


trade-marks have gone through one of the most turbulent periods 

in the history of trade-mark law in the United States. New 
rules and regulations were promulgated by the Patent Office at about 
the same time, and many important initial decisions had to be made by 
owners of existing registrations and by new applicants. 


G sce the effective date of the new Act, July 5, 1947, registered 


It is, of course, impossible to make safe predictions as to the ulti- 
mate success or failure of this new legislation after a short period of nine 
months operation. In discussing some of the major problems with which 
the business community, the legal profession, and the Patent Office are 
currently concerned, we should bear in mind, therefore, that, broadly 
speaking, the administration of the new Act has not yet gone beyond 
the first level of interpretation, to wit, the Examining Corps at the Patent 
Office. With the exception of a few cases not involving registrability 
but involving the admissibility of certain equitable defenses under Sec- 
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tion 19 of the new Act, not even the Commissioner of Patents himself 
has had an opportunity thus far to rule upon the innumerable problems 
of registrability of trade-marks with which the Patent Office is presently 
confronted. Likewise, the Examiner of Interferences has not yet had an 
opportunity in any opposition, cancellation, or interference proceeding 
arising under the new Act to interpret the substantive provisions of 
the Lanham Act (with the sole exception of Section 19 which permits 
the pleading of equitable defenses even in cases which were pending at 
the time when the new law became effective). Similarly, the Court of 
Customs and Patent Appeals, which serves as administrative appellate 
tribunal, has, of course, not yet spoken with regard to the effect and 
scope of the new Act.’ Nor have our equity courts, with the possibility 
of three significant exceptions to which reference will be made later on 
in this paper,” been called upon for a judicial interpretation of the sub- 
stantive provisions of the new statute. 


It is natural, then, that any discussion of current problems under 
the Act must be focused upon problems and matters which have received 
preliminary consideration by the Trade-Mark Division in examining 
applications under the new Act or in passing already registered marks 
for republication. And even at this level, final action has been taken 
only in relatively few cases, and the majority of applications is still in 
the state of preliminary consideration and discussion. 


1 Except for a dictum in the recent case 
of McPartland, Inc. v. Montgomery Ward 
é Co., 164 F. (2d) 603, to the effect that 
the standards for registrability of descrip- 
tive marks under the new Act are appar- 


Existing Trade-Mark Registrations 


ently not different from those laid down in 
the old Act of 1905, although quite differ- 
ently worded in the new legislation. 

2? Infra, notes 12 and 13. 
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Significant Trends Under the Lanham Act 


But despite this limited experience, the following two significant 
trends have already become apparent: The number of new applications 
for marks never previously registered has shown a tremendous increase 
since the effective date of the new Act and as of April 1, 1948, has 
reached the figure of 26,667. In July 1947 alone 3,241 new applications 
were filed under the new Act and the figures for each of the following 
months vary between 2,500 and 3,000 new applications. This great 
number of applications far exceeds the corresponding number of new 
applications in all recent years and immediately suggests that the new 
Act apparently has served as an inspiration to secure new registra- 
tions in numerous situations in which no protection was available before. 
This increase is in striking contrast to the relatively small number of 
previous registrants who seek the benefits of the new law for existing 
registrations by way of so-called republication. 


It is the purpose of this paper to discuss the reasons why owners of 
existing registrations have thus far shown such marked reluctance in 
seeking the benefits of the new legislation and to call attention to new 
and rather important considerations recently brought to the fore by 
certain judicial developments in the few cases which have come before 
the Federal courts since July 1947. 


Alternatives Given the Owner of Previously Registered Mark 


Before discussing the current problem of “republication” under Sec- 
tion 12(c) of the new Act, it may not be amiss to say a few words about 
the three alternatives among which the owner of a mark registered under 
the Trade-Mark Act of 1905 may now choose. It may be assumed 
that the vast majority of trade-marks presently used in the food, drug, 
and cosmetic industries were validly registered under that Act. The 
new Act does not make it mandatory for such previous registrants to 
seek the benefits of the new Act but is so constructed as to leave previous 
registrations under the Act of 1905 intact even after the time for 
renewal has arrived. More specifically, previous registrants under the 
Act of 1905 may take any one of the following three steps: 


(1) They may rely on their existing registrations without claiming 
the benefits of the new Act. Such marks may even be renewed under 
Section 9 of the new Act without bringing them under the latter in some 
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of its most important respects. In other words, while the renewal pro- 
cedure and the fee are governed by the new Act, the previous registrant 
may still prefer not to claim the benefits of the new Act by filing the 
required affidavit under Section 12(c). 


(2) Previous registrants may choose to have their marks “repub- 
lished’’ under the new Act. Such republication is a mere ministerial 
function on the part of the Patent Office. No third party may oppose 
it, nor may republication be refused on any ground relating to the 
validity of the registration. The most important advantage sought to be 
gained by republication is, of course, ultimate ‘‘incontestability’’ of the 
mark. According to Section 15 of the new Act, a republished mark will 
become “incontestable” five years from the date of the republication. 
As will hereafter be indicated, there are, however, certain important 
exceptions to this benefit of incontestability. 


(3) Section 46(b) expressly provides that previously registered 
marks may not only be republished, but also be “reregistered” under 
the new Act. In other words, the owner of a 1905 mark may leave 
his previously registered mark untouched by not republishing it and at 
the same time secure an entirely new registration under the new Act. 
Contrary to republications, such reregistrations will, of course, receive a 
new registration number, and an entirely new twenty-year period of 
protection will result. Moreover, the mark will be published for opposi- 
tion just like any newly adopted mark which had never been registered 
before. Reregistration rather than republication is required in all cases 
in which the owner of an existing 1905 registration seeks to enlarge the 
scope of the registration or to change the appearance or character of the 
mark itself. Consequently, if a mark is sought to be registered for 
additional goods or classes of goods, reregistration is required. Likewise, 
if the appearance of the mark itself is materially altered, republication is 
not permissible. Furthermore, if the mark registered under the 1905 
Act was registered with a disclaimer and its owner now seeks to elimi- 
nate the disclaimer, reregistration rather than republication is necessary. 


In the light of this background, it was expected that the vast 
majority of registrants under the Act of 1905 would seek the benefits 
of the new Act with “flying colors” and immediately seek republication 


of their marks. 
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Republication Currently in Disfavor 


When the new Act became effective last July, it was estimated that 
the number of republications filed in accordance with Section 12(c) of 
the new Act would amount to approximately 100,000 applications. This 
estimate was based on the assumption that approximately one-fourth of 
all marks presently registered under the Act of 1905 would be brought 
under the provisions of the new Act by their owners. Indeed, the 
anticipated rush for republication led the Trade-Mark Committee of 
the American Bar Association and the Lawyers Advisory Committee 
of the United States Trade-Mark Association to include an amend- 
ment in the now pending so-called Hawkes Bill* suggesting a post- 
ponement of the incontestability date until July 5, 1954. Section 4 of the 
Hawkes Bill, accordingly, provides that ‘‘no incontestable right shall be 
acquired in any mark prior to July 5, 1954."" The idea behind this pro- 
posal was not to give an undue advantage to those trade-mark owners 
under the Act of 1905 whose applications for republication happened 
to be filed first at the Patent Office with a resulting earlier termination 
of the five-year period which precedes incontestability under the new Act. 

It has now become apparent, after nine months of operation under 
the new Act, that far fewer registrants have thus far taken advantage 
of the privilege of republication than had been expected. It is interesting 
to note that the total number of applications for republication as of April 
1, 1948, amounts to only 25,733. Of these, a little more than one-fourth 
were filed during the first month of operation, that is, in July 1947. Since 
that time the figures have shown a steady decline. In August 1947 we 
had 4,458; September 3.697; October 3,815; November 2,007; December 
1,883; January 1,426; February 1,050; and in March 1,091. It is thus 
safe to assume that the expected “race for incontestability” has not even 
begun and in all probability will never occur. 


Reasons for Lag in Trade-Mark Republication 
What are the reasons for the astounding fact that until now so 
relatively few registrants under the old Act have taken advantage of the 
benefits of the new Act? I believe the answer must be found in four 
main considerations which will now be briefly discussed: 


1. First of all, the total number of existing registrations under the 
Act of 1905, from which the original estimates were taken, includes, it 








3S, 1919, Eightieth Congress, First Ses- 
sion (1947). 
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has been discovered, a surprisingly large number of dead marks, that is, 
marks which have been practically abandoned. It would probably be 
no exaggeration to say that at the present time approximately one-third 
of all registrations still listed under the Act of 1905 are not in actual use. 
It was one of the purposes of the new legislation to rid the register of 
such “dead wood” and to provide that in the future the Commissioner 
shall have power to cancel marks which are not in continued use after 
the expiration of the first five-year period from the date of registration 


(Section 8 of the Act of 1946). 


2. Secondly, a very important factor why many trade-mark owners 
have not, or at least have not yet, republished their marks must, in my 
opinion, be found in the requirement of the new Act that republication 
may be had only with regard to those goods on which the mark is in 
actual use at the time of republication (Section 12(c)). In other words, 
if a mark is presently registered for a great variety of products but its 
owner is using the mark only on a small portion thereof, it would seem 
inadvisable to split up the mark by claiming the benefits of the new Act 
only with regard to a very limited area of use. Trade-mark owners may 
fear that such limited claim may give rise to an inference in the courts 
or at the Patent Office that use of the mark may have been discontinued 
at least as of the time of republication with regard to a line of products 
on which the owner may intend to resume the use of the mark in the near 
future. It should be borne in mind in this connection that neither the 
Act nor the rules of the Patent Office would seem to permit a registrant 
under the 1905 Act to file more than one affidavit seeking republication; 
there is no provision for a supplementary affidavit adding goods to an 
affidavit previously filed. If it is considered that at the present moment 
trade-mark owners in the food, drug, and cosmetic field, as well as in 
many other fields, still feel the effects of war shortages and have not 
fully resumed peace-time production of all products on which their 
registered marks had been formerly used, it becomes all the more ap- 
parent that many marks whose republication under the new Act would 
normally be sought are being held back by their owners until such time 
when the benefits of the new Act may be claimed at least for the great 
majority of those goods for which the mark was originally registered. 


3. A third reason for the small number of republications will, I 
believe, be found in the hesitancy of foreign registrants to take advantage 
of the new Act. It should not be overlooked that a foreign trade-mark 
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owner may secure a valid registration in this country in the absence of 
any use in the United States. Even under the new Act of 1946, an 
affidavit of use will not have to be filed by the foreigner with regard to 
a 1905 registration until the time for renewal will have arrived. At that 
time, an affidavit of use is required under the Act even if the foreign 
registrant has not republished the mark within the twenty-year period 
and does not intend to do so thereafter. If, however, the foreign regis- 
trant should decide to seek the benefits of the new Act at the present 
time, it will be incumbent upon him at the end of the first five-year 
period from the date of republication to file an affidavit of continued 
use with the Patent Office. If such affidavit is not filed or if the non-use 
at that time is not excused by “special circumstances,” the foreigner’s 
mark will be subject to cancellation just as a domestic registration would 
be under Section 8 of the new Act. It is quite understandable, therefore, 
that foreign registrants who are not certain that they will be able to 
satisfy this use requirement five years from the date of republication 
may prefer to rest on their existing registrations without taking any 
action now to seek the benefits of the Lanham Act. 


4. Most important of all in considering the underlying reasons for 
the relative dearth of republications is the view expressed by numerous 
experts in advising their clients that the benefit of incontestability has 


been surrounded with so many limitations and exceptions that for all 
practical purposes it may have lost most of its “punch.’’ A subcommittee 
on Trade-Marks of the National Association of Manufacturers’ Com- 
mittee on Patents and Research in a report of March 24, 1948, went so 
far as to say “it is evident that trade-mark owners do not view the 
Lanham Act with favor” and, consequently, suggests numerous amend- 
ments to the Act as finally enacted. Enthusiasm for republication was 
also considerably dampened when an article was published by a dis- 
tinguished member of the Bar in the recent past under the title ““Trade- 
Marks Registered under the Lanham Act are not ‘Incontestable’. " * The 
conclusion was reached in that article that no mark registered under the 
new Act would ever be truly incontestable since, according to the au- 
thor's analysis, ‘twenty-one different grounds for contesting marks are 
written into the statute.” In my opinion, this purely negative approach 
to the problem of incontestability tends to overlook at least two extremely 





*Percy E. Willlamson, Jr., June 6 and 
June 13 issues of Printers’ Ink, reprinted 
37 Trade-Mark Reporter 202 (1947). 
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important affirmative advantages which will accrue to all marks for 
which the benefits of the new Act have been sought, that is, absolute 
protection after reaching incontestability against an attack of the mark 
on grounds of descriptiveness, geographical significance, or surname 
meaning and, secondly, so far as the registrant's own title is concerned, 
absolute protection against invalidation of his own registration because 
of prior use by a third party. Moreover, if those alleged 21 grounds 
are more closely analyzed, it becomes apparent that more than half of 
them do not constitute an attack on the registrant's own right, but 
merely provide defenses or excuses for the particular defendant who is 
accused of infringement. This is particularly true of such defenses as, 
for instance, prior local use (Section 33 (b)(5)), prior registration 
under the circumstances of Section 33 (b)(6), or fair use of the de- 
fendant’s own name or a descriptive term (Section 3 (b)(4)). Only 
fraudulent use by an assignee, abandonment of the mark, or certain 
specified abuses of certification marks are and should be treated as 
absolute exceptions to incontestability which, if proven, may invalidate 
the plaintiff's registration at any time (Section 14).° If this would com- 
plete the list of absolute exceptions to incontestability there would prob- 
ably have been far greater enthusiasm for republication of existing 
registrations. But there were written into the Act two last-minute amend- 
ments of particular importance to owners of drug, food, and cosmetic 
trade-marks which admittedly cut deeply into the surface value of the 
newly created incontestability right: According to Section 14(c), a 
name of a formerly patented article which has become a common descrip- 
tive term may be cancelled at any time, incontestability notwithstanding, 
and Section 15 as finally amended provides broadly in subparagraph 4 
that “‘no incontestable right shall be acquired in a mark or trade name 
which is the common descriptive name of any article or substance, 
patented or otherwise.” The impact of these two provisions on the drug 
industry has been fully explained in a paper read by the author before 
the American Drug Manufacturers Association last summer and need 
not be repeated here.* Suffice it to say that the new Act provides no 
protection against over-popularization of a trade-mark. Just as hereto- 








5 What the effect may be of Section 33 (b) 
(7) which enumerates a violation of the 
antitrust laws as a defense to incontesta- 
bility can probably not be evaluated until 
there will have been a judicial determina- 
tion as to the significance of this last- 
minute amendment to the Act. 


Existing Trade-Mark Registrations 


*Derenberg, ‘“‘The Lanham Trade-Mark 
Act and Its Impact on the Drug Industry,”’ 
Report of Thirty-Fifth Annual Meeting, 
American Drug Manufacturers Association, 
June 9-12, 1947, p. 46: reprinted, 37 Trade- 
Mark Reporter 392 (1947). 
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fore a mark such as “Shredded Wheat’’‘ or ‘Aspirin’ * may lose its 
trade-mark significance and become what the new Act calls “a common 
descriptive term.” In that case, they will, of course, not partake in the 
privilege of incontestability. 

The most important single factor, however, which has resulted in 
such relative dearth of applications for republication unquestionably 
must be found in another last-minute amendment to Section 14 of the 
Act which grants authority to the Federal Trade Commission to apply 
for cancellation of marks on certain designated grounds but limits the 
Commission's jurisdiction to marks ‘registered on the principal register 
established by this Act.’ Among the grounds thus referred to will be 
found abandonment of the mark and development of the mark used on a 
formerly patented article into a common descriptive term. The Commis- 
sion was granted no jurisdiction whatsoever with regard to marks regis- 
tered under the Act of 1905 or 1920 or even on the supplemental register 
of the new Act. Consequently, marks presently registered for food, 
drug, and cosmetic manufacturers under the Act of 1905 will remain 
entirely beyond the Federal Trade Commission's jurisdiction if their 
owners should decide to content themselves with their existing registra- 
tions without seeking republication or reregistration under the new Act.® 


It is readily understandable, therefore, that the owners of registered 
marks, on which a court may have cast a cloud on grounds of over- 
popularization or misuse,’° may hesitate to republish such marks and 
thereby open the door to the scrutiny of the Federal Trade Commission. 


The Problem of Republication Re-examined 


I would not have selected the problem of republication as the main 
topic of this article, were it not for the fact that certain judicial develop- 
ments in the immediate past lead me to suggest that, at least with regard 


7 Kellogg v. National Biscuit Co., 305 U. S. ” Thus, the Circuit Court of Appeals for 
111, 59 S. Ct. 108. the Seventh Circuit remarked by way of 

8’ Bayer v. United Drug Co., 272 Fed. 505. dictum in the much discussed recent case 

*It may be mentioned in passing that it of California Fruit Growers Exchange v. 
is by no means clear that the jurisdiction Sunkist Baking Co., 76 USPQ 85 (CCA-7: 
of the Federal Trade Commission extends 1947) that the joint use of the trade-mark 
even to republished 1905 marks. The view ‘“‘Sunkist"’ by the plaintiffs might justify 
widely prevails that under the language of “‘the very serious charge’’ of unclean hands 
Section 14 of the Commission's jurisdiction in the use of the trade-mark and condemned 
may be found limited to original registra- the plaintiffs for their ‘‘unconscionable 
tions under the new Act. A republished efforts’’ to monopolize the food market 
1905 mark, it is argued, cannot be consid- through monopolistic use of the trade-mark 
ered as a mark registered ‘‘on the principal ‘“‘Sunkist.”’ 
register established by this Act.’’ 
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to certain types of registered marks, the question of advisability of 
republication should be reconsidered and re-evaluated. The two cases 
which I have particularly in mind are the recent decision of the Circuit 
Court of Appeals for the Tenth Circuit in National NuGrape Co. v. 
Guest ** in which the Supreme Court recently denied a petition for 
certiorari, and the’ decision of the Second Circuit Court of Appeals 
handed down only a few weeks ago on April 2, 1948, in Best & Co., Inc. 
v. Miller..?_ In the NuGrape case, the plaintiff had secured a registration 
for the word ‘““NuGrape”’ in 1923 under the Act of 1905. In other words, 
it was the Patent Office's considered view, at least at that time, that the 
mark ‘““NuGrape” was not merely descriptive but was registrable as a 
technical trade-mark. The plaintiff also secured a state registration in 
Oklahoma for the same mark in 1939. The defendant began in 1942 to 
use the mark ““Tru-Grape” in very similar lettering and likewise obtained 
an Oklahoma state registration for that mark. As a result, the notation 
“T. M. Reg.” appeared immediately below the word ‘“Tru-Grape”’ 
although the mark was never registered in the United States Patent 
Office but only in the State of Oklahoma. 


In the recent action for trade-mark infringement, the Court of 
Appeals not only refused to give any relief to the plaintiff either for 
trade-mark infringement or unfair competition, but completely vitiated 
plaintiff's registered mark by holding it merely descriptive of the product. 
The plaintiff's contention that even under the Act of 1905 a registration 
carried at least a prima facie presumption of validity was brushed aside 
by the court in the following words: 

It is well established that the mere registration of a term as a trade-mark does 

not establish that term as a valid trade-mark. Registration gives rise to a presumption 
of validity but such presumption is rebuttable. When a trade-mark is questioned, its 
validity must be established. 
The court thus did not hesitate for one moment to wipe out a registration 
under the Act of 1905 on the ground of descriptiveness at a time when 
the plaintiff, after over twenty years of use and registration, sought to 
enjoin an infringer on the basis of such registered mark. 


In the “Lilliputian” case, Best & Co., the well-known department 
store, had admittedly used the mark ‘‘Lilliputian Bazaar” continuously 
since the year 1879 and secured a registration therefor under the ten- 
year proviso of the Act of 1905. Recently, the owner of this well-known 


"164 F. (2d) 374 (CCA-10; 1947). = TT USPQ 133 (CCA-2; 1948). _ 
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mark sought to enjoin the defendant store from using the expression 
“Miller's Lilliputian Shoppe” at a store in Stamford, Connecticut, across 
the street from plaintiff's establishment. A majority of the Court of 
Appeals held that defendant's use of the words “‘Lilliputian Shoppe” was 
neither trade-mark infringement nor unfair competition and denied plain- 
tiff any relief. The most disconcerting part about the majority opinion’s 
decision is, however, the court's position with regard to defendant's 
counterclaim for cancellation of the mark “‘‘Lilliputian Bazaar” as being 
merely descriptive. The majority held that a counterclaim for cancella- 
tion could not be filed in court under the Act of 1905 but said that such 
an action may lie under the terms of the new Act. Since in the majority's 
opinion the new Act was not applicable to this particular case, the court 
found it unnecessary to remand the case to the lower court in order to 
determine the validity of plaintiff's mark. The majority does indicate, 
by way of dictum to be sure, that the new Act was intended to save 
marks registered under the ten-year proviso. “It seems likely that the 
plaintiff's mark, which has been in continuous use since 1879, was prop- 
erly registered, even if it were considered merely descriptive.’ Thus, 
the majority opinion indicates that the mark “‘Lilliputian Bazaar’’ was 
“probably” validly registered, but that a re-examination of its descriptive- 
ness was by no means precluded by its continuous use since 1879 and its 
registration under the ten-year proviso of the Act of 1905. Some con- 
siderable comfort may be derived by trade-mark owners from the strong 
dissenting opinion of Judge Clark who expressed the opinion that, as a 
matter of trade-mark law, ‘‘Lilliputian Shoppe’ was clearly an infringe- 
ment of ‘‘Lilliputian Bazaar,” and that the new Trade-Mark Act was 
intended to be “plaintiffs’ legislation, beyond what is, I believe, yet 
judicially realized . . ."’ The following language of Judge Clark is, I 
believe, memorable in the light of the current trend to look upon all 
trade-mark rights as monopolistic and in restraint of trade: 

. .. Moreover, it seems obvious that in the case of a trade name there is nothing 
like the same opportunity for burdensome monopoly and restriction on scientific ad- 
vances which experience has shown to exist in the grant of a patent. The resources 
of the English language are such that a defendant may be required without undue 
hardship to choose his own formula or slogan to exploit without riding upon the 
successful advertising of another. Hence, however allergic we may be personally to the 


flamboyance of American advertising, I can see no escape from our duty to carry out 
the legislative intent.1% 


%3 This observation would appear doubly eral court decision thus far handed down 
s'gnificant in view of the completely antago- with regard to the effect of the new Act, 
nistic view reflected in the only other Fed- the Seventh Circuit Court of Appeals’ recent 
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Technical Validity Protected by Republication 


What lesson is to be gleaned by trade-mark owners and by the 
legal profession from the above-mentioned NuGrape and “ Lilliputian™ 
cases? I submit that as a result of these two decisions—and there may 
well be more like these—it may become highly advisable, if not necessary, 
to seek republication under the new Act of all 1905 trade-marks which 
are not considered absolutely ‘foolproof’ against an attack on their 
technical validity. No matter how small the advantages of incon- 
testability may otherwise be under the new Act, it is, I believe, highly 
important that after five years such marks will be protected at least 
against the type of attack so successfully launched in the NuGrape case 
and attempted with partial success in the “ Lilliputian” case. Even those 
who have in the past expressed the opinion that incontestability under 
the new Act is actually a misnomer in view of the many inroads that 
may be made on an allegedly incontestable mark must admit that a re- 
published mark after five years will at least be immune from one of the 
most deadly attacks challenging its technical validity as being a merely 
descriptive or geographical term. In other words, if the owners of the 
“Lilliputian” and ‘““NuGrape” trade-marks would bring the identical 
action five years from the date of republication under the Lanham Act, 
Section 15 of the new statute will, without doubt, serve as a complete 
bar against any inquiry as to the original descriptive or geographical 
character or surname character of such mark. Such a mark may, it is 
true, be attacked on the ground that it may have become a generic term 
and part of the English language, but it will be protected against the 
defense, nowadays raised with so much confidence by unscrupulous 
competitors, that a mark which has been adopted and used for the last 
50 years without interruption should never have been originally regis- 
tered on the ground of a technical defect. It is this observation which 
prompts me to suggest that owners of existing registrations should now 
re-evaluate the problem of seeking the benefits of the Act of 1946 for 
existing registrations in all cases in which the technical validity of the 
mark itself has not been established beyond any reasonable doubt. 





decision in the “Sunkist”? case, supra, note a normal I. Q.” would conceivably believe 
11, where the owners of the ‘Sunkist’ that there was some connection in trade 
trade-mark were accused of monopolistic between the owner of the ‘‘Sunkist’’ trade- 
and unconscionable practices in their at- mark and the manufacturer of the ‘‘Sun- 
tempt to enjoin use of the famous ‘‘Sun- kist’’ bread. (A petition for rehearing was 
kist’’ mark on bread. Judge Minton went recently filed but has not yet been decided.) 
as far as to observe that no person ‘‘with 
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Reregistration 


As previously indicated, republication, even if deemed desirable in 
the light of my previous remarks, may in many instances be unavailable 
for the reason that changes in the marks or in the appearance may have 
occurred since the time of first registration. If such changes constitute 
a material alteration of the mark or lead to an extended sphere of protec- 
tion, the benefits of the new Act may not be obtained without an entirely 
new application for registration on the principal register of the new Act. 
This is, of course, particularly true of marks previously registered under 
the Act of 1920 which are alleged to have become distinctive since the 
time of registration and may, therefore, now be registrable under Section 
2(f£) of the new Act on the basis of an acquired ‘secondary meaning.”’ 
The same rule applies, as already mentioned, in situations where the list 
of goods has been changed or where a previously entered disclaimer is 
sought to be eliminated. There is, however, still another situation in 
which registration rather than republication may be found advisable: 
Under the new Act, all registrants, including foreigners, must file an 
affidavit of continued use in commerce at the time of renewal; on the 
other hand, a foreigner does not have to allege use in commerce if he 
bases an original application on Article 6(e) of the International Con- 
vention. Inasmuch as the Lanham Act in its present form does not 
include a provision permitting renewal applicants to file an affidavit of 
“special circumstances” excusing non-use of the mark at the time of 
renewal, foreign registrants may in many instances find themselves pre- 
vented from securing timely renewal but may secure continued protection 
by means of reregistering their mark based on Article 6(e) of the Inter- 
national Convention." 


Amendment of Existing Registrations Without Republication 


One final word about an entirely new method of protection pro- 
vided by the new Act with regard to existing registrations in addition 
to or in lieu of republication or reregistration. For the first time, the 
Lanham Act permits in Section 7(d) amendments and disclaimers of 
existing registrations with the important proviso ‘‘that the registration 





%In one of its most important amend- part of all renewal applicants in situations 
ments, the Hawkes Bill, S. 1919, supra, note in which the Act presently permits the fil- 
4, seeks to amend Section 9 of the Act of ing of such affidavit under Section 8 after 
1946 so as to authorize the filing of an the first five-year period of use. 
affidavit of special circumstances on the 
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when so amended shall still contain registrable matter and the mark as 
amended shall still be registrable as a whole, and that such amend- 
ment or disclaimer does not involve such changes in the registration as 
to alter materially the character of the mark.’ This section will, there- 
fore, enable those owners of existing registrations who do not intend 
to seek the benefits of the new Act or to reregister their marks, to have 
them amended so as to conform to their actual present use. Where, for 
instance, the registered mark is now used in a modernized or stream- 
lined form, the existing registration can usually be conformed to the 
actual use by way of amendment. The Patent Office has already received 
and acted upon numerous amendments which seek to change the features 
of a person's portrait or dress where such changes do not materially alter 
the character of the mark. Likewise, mere changes in the style of letters 
or the omission of relatively insignificant parts of marks have been held 
authorized by Section 7(d) of the new Act. Under the same section a 
registrant is now permitted for the first time to limit the scope of his 
mark by subsequent disclaimer, a practice which, while occasionally 
resorted to even under the old Act, was never judicially sanctioned or 
officially approved by the Patent Office. 


In conclusion, let me express the hope that after an initial period of 
uncertainty and confusion the new Trade-Mark Act of 1946 may be so 
administered by the Patent Office and interpreted by our courts as to 
provide a greater measure of security to owners of trade-marks and to 
make Federal registration the indispensable nucleus of effective trade- 
mark protection which Congress intended it to be in enacting the Lan- 


ham Act. [The End] 
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Criminal Liability Without Fault 


The Druggist’s Dilemma in New York 


BY LEONARD WOLFRAM . . . THE NEW YORK PENAL LAW 
SHOULD BE AMENDED TO PREVENT A RETAIL DRUGGIST BEING 
SUBJECTED TO CRIMINAL PROSECUTION AND CONVICTION IN A 
SITUATION WHERE HE IS COMPLETELY WITHOUT FAULT .. . 








HEN A RETAIL DRUGGIST in New York State sells a 
packaged item exactly as he received it from the manufac- 


turer, he may be guilty of a violation of Section 1742 of the 
Penal Law? and convicted of a misdemeanor if it proves to be mis- 
branded although he had nothing to do with the production or the 
labeling of the package. 


Extraordinary Harshness of the Penal Law 


Though the extraordinary harshness of the Penal Law in this re- 
spect appears to have escaped the attention of the retail drug trade, 
among others concerned with the situation, the Court of Appeals, at 
least, has not failed to take note of it. In Hewit Pharmacies, Inc. v. Aetna 
Life Insurance Company, 267 N. Y. 31, 270 N. Y. Supp. 1009 (1935), 
that court pointed out at page 35: “The provisions of the Penal Law 
are so very broad and sweeping that almost every act of negligence re- 
sulting in the sale of a drug wrongly marked or of a different article than 
that called for is an unlawful act.” Again, at page 36: “... the Penal 








1“‘Any person, who, in putting up any tutes or dispenses a different article for or 
drug, medicine, or food or preparation used in lieu of any article prescribed, ordered, 
in medical practice, or making up any pre-e or demanded ... is guilty of a misde- 
scription, or filling any order for drugs, meanor...” 
medicines, food or preparation .. . substi- 
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Law makes any mistake, or error in selling a drug, a misdemeanor. Dis- 
pensing a different article for or in lieu of the article prescribed or de- 
manded, or putting up a greater or less quantity of any ingredient than 
that prescribed, or deviating from the terms of the prescription or order 
by substituting another drug, seems broad enough to cover any mistake 
made in selling drugs.” 


Quite apart from any inquiry into the justification for such oppres- 
sive statutes affecting the retail drug business, it is important to note the 
lengths to which the pharmacist's liability extends. Section 1742 of the 


Penal Law makes it a misdemeanor, among other things, to “substitute 
or dispense a different article for or in lieu of any article prescribed, 
ordered or demanded.” Assume that a druggist purchases from a manu- 
facturer sealed containers, labeled “sodium bicarbonate,” which actually, 
through the manufacturer's error, contain boric acid. As the law now 
stands, the druggist is guilty of a misdemeanor under the Penal Law even 
though he sells the item in a sealed container exactly as he received it 
from the manufacturer. 


Absolution by Possession of a Guaranty 


An apparent, but not actual, protection appears in Article 137 ? of 
the Education Law, which sets forth penalties for adulterating and mis- 
branding and provides (Section 6823, subdivision 3) that a retailer will 
be absolved of guilt upon proof that he purchased the item under a 
guaranty from the manufacturer or seller to him that the article was not 


2 Article 137 of the Education Law is en- 
titled ‘‘Pharmacy."’ 
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adulterated or misbranded.* However, this statute furnishes the un- 
fortunate druggist no protection whatever against prosecution under the 
provisions of the Penal Law since the absolution by possession of a 
guaranty pertains specifically to prosecutions under Article 137 of the 
Education Law only. 

The sale of the mislabeled, sealed package would constitute a viola- 
tion of Article 137 of the Education Law as well as Section 1742 of the 
Penal Law. Under the Education Law, of course, subdivision 3 of 
Section 6823 would operate to exonerate the vendor provided he pos- 
sessed the required guaranty from the manufacturer or the person who 
sold to him. 

Under the Education Law it is required, by Section 6825, in pro- 
ceedings commenced under Article 137, that the product involved be 
divided and sealed in two separate containers, and that one of the con- 
tainers be left with the vendor at the time of the sale. Thus proceedings 
under the Education Law apparently are contemplated as an outgrowth 
of official inspection routine and not for use where a customer complains 
of a particular sale, after the event. To the latter situation the Penal 
Law is applicable. 


Liability for Act Violative of Two Different Statutes 


In People v. Silberman, 252 App. Div. 770 (2nd Dep't 1937), the 
record on appeal indicates that a private investigating agency presented 
a prescription to the defendant druggist for compounding. Upon analysis 
it was found that one of the ingredients had been substituted. After 
a trial in the Court of Special Sessions, resulting in a conviction, the 
defendant argued in the Appellate Division that the information should 
have been dismissed since the crime charged was a violation of the 
Education Law as well as the Penal Law and that the information failed 
to specify under which law the defendant was accused. It was stressed 
that the failure to leave a sample with the druggist at the time of the sale 
would have barred the prosecution under the Education Law. 





imitated was purchased by him under a 


® Education Law, Section 6823, subdivi- 
written guaranty of the manufacture (sic) 


sion 3: ‘‘Any person accused of violation 


of any of the provisions of this article relat- 
ing to adulterating, misbranding, substitu- 
tion or imitation shall not be prosecuted or 
convicted or suffer any of the penalties, 
fines or forfeitures for such violation, if he 
establishes upon the hearing or trial that 
the drug, device cr cosmetic alleged to be 
adulterated, misbranded, substituted or 


Page 286 


or seller to the effect that said drug, device 
or cosmetic was not adulterated or mis- 
branded, within the meaning of this article 
and proves that he has not adulterated, mis- 
branded, substituted or imitated the same. 
provided the seller has taken due precau- 
tion to maintain the standard set for the 
drug, device or cosmetic .. .”’ 
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The State, although agreeing that the vendor's act constituted a 
violation of both statutes, insisted that it had the right to choose the 
one under which it desired to proceed. Section 1938 of the Penal Law 
was cited for the proposition that where an act is made criminal by two 
different statutes the offender may be prosecuted under either one of 
them, though not both. By affirming the conviction without opinion, the 
Appellate Division evidently agreed with this view and with the proposi- 
tion that an act violative of both Section 1742 of the Penal Law and 
Article 137 of the Education Law may give rise to proceedings under 
the Penal Law, rather than the Education Law, at the option of the 
State. 


Guaranty No Defense to Violation of Penal Law 


This being so, our hapless hypothetical druggist might well be faced 
with a prosecution under Section 1742. Without a guaranty from the 
manufacturer or vendor to him, he would have no defense to any pro- 
ceeding against him, even one under the Education Law. But, assuming 
that he actually possessed such a guaranty, the question arises whether 
that would constitute a defense to a charge of violation of the Penal Law. 


Recalling that the protection of the guaranty contained in Section 
6823 is limited, in express terms, to proceedings under Article 137 of 
the Education Law, the opinion of the Circuit Court of Appeals for the 
Second Circuit in Eagle & Star British Dominions Insurance Co. v. 
Schliff, 24 F. (2d) 784 (CCA-2; 1928), is particularly pertinent. The 
court stated in that case, at page 785: ‘‘In the construction of statutes, 
a proviso does not operate beyond the express exceptions which it carves 
out of the general enactment.” In Vondermuhl v. Helvering, 75 F. (2d) 
656 (App. D. C.; 1935), at page 657, another court expressed the rule 
as follows: “... one claiming the benefit of a statutory exception must 
bring himself explicitly within it...” 


In Munger v. Equitable Life Assurance Society, 2 F. Supp. 914 
(W. D. Missouri 1933) at page 922, the court stated that though “no 
doubt an exception may properly be considered in ascertaining the true 
meaning of a statute, (but) it cannot put into a previous provision some- 
thing that was not there before.’’ These excerpts which state the gener- 
ally accepted rule of statutory construction ‘* indicate, quite clearly, the 





* Followed in New York: See: Karst v. v. Hunter, 149 N. Y. 117, 123 (1896); and 
Gane, 136 N. Y. 316, 321 (1893): Tompkins Matter of Kalina, 184 Misc. 367, 372 (1945). 
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impossibility of relying on Section 6823 of the Education Law as a de- 
fense to a prosecution under Section 1742 of the Penal Law. 


History of Pertinent Statutes 


It is futile also to attempt to establish a defense by tracing the 
chronology of the statutes to show that the Education Law's exculpatory 
clause followed in point of time and therefore must have been intended 
to apply to the Penal Law although not referred to therein. As a matter 
of fact, the identical phrase currently in Section 1742 of the Penal Law, 
“substitutes or dispenses a different article for or in lieu of any article 
prescribed, ordered, or demanded,” first appeared in Section 401 of the 
Penal Code in 1907.5 From 1907 to the present date, this clause has been 
in New York State's penal statutes, unchanged. 


However, in 1907, when it first appeared in its current form, there 
was also on the statute books a blanket exculpatory provision in Section 
197, subdivision 2 of the Public Health Law ° exonerating vendors from 
liability for sales of articles in the manufacturer's original packages.’ 
In 1910 * this section was deleted and replaced by Section 240, subdivi- 
sion 11,° which was evidently modeled after a corresponding provision *° 
of the old Federal Food and Drugs Act of 1906. By the new section, the 


former exculpation was changed in two major respects.’! In the first 
place, it was made to apply, not to sales of items sold in the manufac- 
turer's original packages, but rather to situations where the vendor 
possessed a guaranty. In the second place, and more important for our 
purposes at the moment, its application was limited, not generally to 
sales of drugs and medicines made unlawful by any statute, as before, 
but specifically to persons accused under Article XI of the Public Health 











®N. Y. Laws of 1910, Chapter 422 (Public 


5N. Y. Laws of 1907, Chapter 649, Sec- 
tion 2. 

®N. Y. Laws of 1900, Chapter 667 (Public 
Health Law, Article XI). 

7 “Every proprietor of a wholesale or re- 
tail drug store or pharmacy or other place 
where drugs, medicines, or chemicals are 
sold shall be held responsible for the qual- 
ity and strength of all drugs, chemicals or 
medicines sold or dispensed by him except 
those sold in original packages of the manu- 
facturer, and those articles or preparations 
known as patent or proprietary medicines."’ 

8 Section 197, subdivision 2 of the Public 
Health Law became Section 235, subdivision 
2 by N. Y. Laws of 1909, Chapter 49 (Cons. 
Laws N. Y. 1909, Chapter 45, Public Health 
Law). 
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Health Law, Article XI). 

%21 U. S. C. A. 13, now repealed and 
replaced. 

1 ‘*A person accused of violation of any 
of the provisions of this article . . . shall 
not be prosecuted or convicted . .. if he 
establishes upon the hearing or trial that 
the drug or drugs alleged to be adulterated 
(sic), misbranded or substituted were pur- 
chased by him under a guaranty of the 
manufacturer or seller to the effect that 
said drug or drugs were not adulterated or 
misbranded within the meaning of this ar- 
ticle and proves that he has not adulter- 
ated, misbranded or substituted the same.”’ 
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Law. The present Article 137 of the Education Law is the successor to 
Article XI of the Public Health Law, and the guaranty provisions are 
substantially unchanged. 


Legislative Intention 


The history of the statutes thus shows, if anything, that the legisla- 
ture intended to remove the exculpation pertaining to the crime of sub- 
stituting or dispensing a different article in lieu of the one demanded, as 
set forth in the Penal Code (now the Penal Law). The probability is 
that the legislature intended neither to enlarge the vendor's liability nor 
to restrict it, but inadvertently, in the process of consolidating and codify- 
ing statutes in the wake of the Federal Food and Drug Act of 1906, 
shuffled the exculpatory provision into a place where the vendor was, 
and is, left vulnerable in a manner unanticipated at the time. This proba- 
bility would be of little avail to our hypothetical defendant however, 
since, as the late Judge Cardozo pointed out in People ex rel. Rand v. 
Craig, 231 N. Y. 216 (1921), at page 220, ‘Courts must be slow to hold 
that statutes do not mean what they say because at some time in the past 
they said and meant something else.” 


Need for Statutory Amendment 


The consequences of the existing state of affairs are that the retail 
druggist in the State of New York is subjected to possible criminal 
prosecution and conviction in a situation where he is completely without 
fault. The dangers inherent in the situation are real, and the unfairness 
is obvious. The “very broad and sweeping” and “rigid” terms of the 
Penal Law noted by the Court of Appeals in Hewit v. Aetna should be 
amended * at least to the extent of preventing the possibility of any such 
injustice as noted herein. [The End] 





12 Although Section 1742 of the Penal Law purpose of ‘“‘general clarification and re- 
was actually amended in 1940 (five years arrangement ... elimination of obsolete 
after the Court of Appeals decided Hewit v. provisions and the correction of erroneous 
Aetna) the amendments, as stated by the references’’ and did not affect the substance 
Law Revision Commission, were for the of the statute as discussed in this article. 
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Report 


OF THE DRUG COMMITTEE, SECTION 
ON FOOD, DRUG AND COSMETIC LAW, 
NEW YORK STATE BAR ASSOCIATION 


I. 


Labeling of Poisonous Drugs 


T THE ANNUAL MEETING of the Section on Food, Drug 
A and Cosmetic Law of the New York State Bar Association held 


in the City of New York on January 24, 1946, it was unanimously 


Resolved by the Section on Food, Drug and Cosmetic Law that it recommends 
the enactment of Federal legislation for an appropriate labeling of poisonous drugs 
which should be thus regulated; and as a basis for uniform state legislation on 
this subject. 

The Committee on the Drug Law offers a report to the Section 


on various aspects of the problem of appropriate legislation. 


The Committee finds that one of the most troublesome factors in 
setting up effective regulation of the labeling of poisonous drugs arises 
from the nature and the wide range of the kinds of substances which 
might suitably be regulated. This is illustrated by reference to the drugs 
which have appeared most frequently in accidental poisonings. 


Statistics of accidental poisonings in the City of New York from 
1918 through 1942, compiled by the Board of Health from the reports 
of the Chief Medical Examiner, list arsenicals and arsenical injections 
as responsible for most poisonings. There were during this period 232 
poisonings from arsenicals (of which 83 were due to arsphenamine in- 
jections ), 31 poisonings from oil of wintergreen, 20 from sulfonamides, 
and ten from carbon tetrachloride. 


The New Jersey Department of Health reports the barbiturates and 
barbituric acid derivatives as the principal poisoning agents in that state. 
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During the last 11 months of 1945 they had 26 deaths reported as 
having been caused by barbiturates. Of these, 19 were classified as acci- 
dental. During 1946 there were reported 25 deaths from barbiturates, 
of which 14 were classified as accidental. 


The barbiturates present a special problem in regulation which has 
plagued the drug industry since their use became widespread. Although 
the barbiturates are not generally regarded as poisonous drugs, the 
fatalities from them typify the abuse of a drug that may be harmless 
under proper use. 


Injuries from highly toxic drugs have been found to result from 
(1) excessive dosage, (2) accidents resulting from mistaken identity, 
(3) suicidal attempts, (4) improper use by children and illiterates, (5) 
the prescribing of excessive dosage, and (6) negligence in compounding 
prescriptions. Of these causes, only accidents from overdosage and 
mistaken identity would be materially affected by statutory regulation. 


Substantial protection against overdosage is provided by the Fed- 
eral Food, Drug, and Cosmetic Act and the regulations promulgated 
under it. This is particularly true with respect to drugs used for self- 
medication. They must first of all be safe for lay use. They must bear 
adequate directions for use and warnings against misuse where indi- 
cated. Drugs dispensed on the prescription of a physician are not 
susceptible to similar stated directions. But warnings may be required 
and sale limited to prescription. The decision of the Supreme Court in 
the Sullivan case,’ just announced, supports the applicability of the 
Federal law to the retail sale of such drugs and the labeling requirements 
which must there be observed. 


Accidents from mistaken identity present a separate and complex 
problem. Most difficult of all is the task of determining the drugs to 
bear a warning label or symbol. Many attempts to arrive at a satisfac- 
tory definition of a poison have been made; none of them successfully. 


For example, the Manufacturing Chemists Association of the 
United States, in their manual “Warning Labels,”’ defines a poison as 
follows: 


Poison means a substance which, when taken by mouth in amounts of 60 grains 
g 
(4 grams) or less, or when inhaled in concentrations of less than 200 parts per 


1 [United States v. Sullivan, (U. S. Sup. Reports ° 7076: 3 Food Drug Cosmetic Law 
Ct., 1948), CCH Food Drug Cosmetic Law Quarterly (1948) 131.] 
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million by volume in the air, rapidly (within 5 or 10 minutes) jeopardizes life by other 
than mechanical or physical action. 


The designation of 60 grains as the toxic quantity in this definition 
is entirely arbitrary and offers no solution of the basic problem. The 
recognition by the Association of the inadequacy of the definition is 
indicated by the note that the definition is based on practical considera- 
tions only as an aid in determining when the word “‘poison’’ should be 
included on a warning label. 


Goodman and Gilman in “The Pharmacological Basis of Thera- 
peutics”’ (p. 23) quote with approval the definition of Peterson, Haines 
and Webster (1923) as follows: 


A poison is a substance, which, when introduced into the body in relatively small 
quantity and acting chemically, is capable of producing death or serious injury to 
health in the case of an ordinary individual in average health. 


By basing the critical amount on the indeterminate phrase ‘‘rela- 
tively small quantity,” this definition begs the question and is of no value. 
One grain, a small quantity, of strychnine sulfate is a fatal dose; yet 
one grain of aspirin is harmless even to an infant. A drug may be toxic 
to one individual and harmless to another. “What is one man’s meat 
is another man’s poison” remains a truism. 


An acceptable definition of a poison must be sufficiently inclusive 
to provide protection against reasonable hazards. It should not, however, 
be so all-inclusive as to require such an extensive application of the 
poison warning that it loses its effectiveness. Even if an acceptable 
definition were available, the appropriateness of the employment of a 
poison warning on all the medicinal drugs indicated is questionable. 


In all these circumstances, it seems to the Committee that any addi- 
tional regulation of labeling should relate to poisons on a broader basis 
than is within the purview of the Federal Food, Drug, and Cosmetic 
Act. Accidents from mistaken identity of medicinal drugs represent but 
one phase of the problem of poisonings. The most frequent poisoning 
accidents are from household articles, other than drugs, and articles now 
regulated as economic poisons. 

For example, Chittenden and Mapes reported in an article “Poison- 


ing in Childhood, Certain Significant Aspects of Its Etiology and Treat- 
ment,” that appeared in California and Western Medicine, Vol. 56, 
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No. 3, p. 137, that ant paste consisting of a syrupy vehicle with a high 
arsenic content was found to be the chief cause of fatal accidents to 
children in that region. They added: 

Household sources of poison include, in the kitchen, bleaches, pipe and drain 
cleaners, polishes, chemicals, soaps, metal cleaners and even nutmeg. In the bath, 
toilet bow] cleaners, tile cleaners, rubbing alcohol, liniments, old medicines, cosmetics 
and even hand lotions. In the garage, insecticides, plant sprays, solvents, old paint, 
putty, gasoline and kerosene, turpentine, soldering solutions and even chemical 
fertilizers. 


The recently enacted Federal Insecticide, Fungicide, and Rodenti- 
cide Act adequately regulates the labeling of the highly toxic and 
dangerous articles that present the greatest problem. Many of the states 
have their own laws dealing with such articles and others of common use 
and high toxicity. The existence of widely varying state laws under- 
scores the importance of adequate Federal regulation in the whole 
poison field, such as the Federal Caustic Poison Act was intended to 
provide in that particular field. 


That law is now antiquated and largely ineffective, but it affords a 
suitable frame-work for additions to the structure of protective regula- 
tion of poison labeling. The Committee therefore recommends 

(1) That the Federal Caustic Poison Act be so amended as to provide for the 


appropriate regulation of all household articles, other than drugs, that are highly 
toxic and dangerous to man and other animals, and 


(2) That the study of the subject be continued. 


II. 


The Federal Insecticide, Fungicide, and Rodenticide Act 


At the meeting of the Section on January 22, 1947, a resolution 
was adopted directing the Committee on the Drug Law to study and 
report on the bill in Congress to enact a Federal Insecticide, Fungicide, 
and Rodenticide Act. The bill then pending, H. R. 1237, was enacted 


and approved on June 25, 1947. 


The Act defines an economic poison to mean: 


Any substance or mixture of substances intended for preventing, destroying, re- 
pelling, or mitigating any insects, rodents, fungi, weeds, and other forms of plant or 
animal life or viruses, except viruses on or in living man or other animals, which the 
Secretary shall declare to be a pest. 
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Like the Federal Food, Drug, and Cosmetic Act, this law is both 
an economic and a public health measure. It prohibits the misbranding 
and adulteration of economic poisons and specifies the manner in which 


they shall be labeled. 


A novel, but satisfactory, provision requires that all economic 
poisons be registered by the Secretary of Agriculture. The manufacturer 
is required to submit all of his labeling and his ingredient statement to 
the Secretary, who shall register the article if it appears that its composi- 
tion is such as to warrant the proposed claims for it and if its labeling and 
other material comply with the requirements of the Act. The Secretary 
may not refuse to register an article if it fails to comply in every respect 
with the Act, but he may register it under protest with a warning to the 
registrant of the apparent failure of the article to comply with the provi- 
sions of the Act. 


This Act represents a*marked advance in the protection of the 
public against injury from highly toxic articles which have become 
increasingly important in our economic and social life. Modern science 
has developed effective insecticides and rodenticides, but they are sub- 
ject to grave dangers from accidental use or misuse. Herbicides and 
fungicides have come to play an increasingly important role in agricul- 
ture, and it may well be expected that their use in the future will be far 
more extensive than heretofore visualized. The necessity for this law is 
derived from the extensive use and increased exposure to the articles 
which it regulates. 


The regulations imposed by the Act are necessary for the accom- 
plishment of its purpose. The requirement that such highly toxic articles 
be uniformly and properly labeled is long overdue. The registration 
provision is ingenious and facilitates compliance by the manufacturers. 
The enactment of the Federal law should have a salutary effect on state 
legislation in this field by discouraging expensive and multifold registra- 
tion in the states and by affording a nation-wide standard by which 
manufacturers may operate throughout the United States without the 
confusion of revising labeling to comply with individual state laws. 


Respectfully submitted, 


JAMES F. HOGE 
Chairman of the Drug Committee 


March 31, 1948 
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Judicial, Administrative, and Legislative Developments 


Supreme Court Emphasizes Consumer Protection in Memorable 
Decision . . . The full texts of the Supreme Court justices’ opinions 
in the Sullivan case were set forth in 3 Food Drug Cosmetic Law 
Quarterly (1948) 131-144. The facts and lower court decisions had 
been reviewed in 1 Food Drug Cosmetic Law Quarterly (1946) 604-606, 
610-611, and 2 Food Drug Cosmetic Law Quarterly (1947) 276, 
462-466, 470. 


In view of the major importance of this decision in the field of 
constitutional law as it affects the food, drug, and cosmetic industries, 
it seems advisable to make some attempt to evaluate its significance, 
although, because of its magnitude, it is with some trepidation that the 
writer attempts this analysis. 


All of the justices agreed that the Federal Food, Drug, and Cos- 
metic Act was designed primarily for the purpose of safeguarding the 
consumer. Mr. Justice Black, in the majority opinion, said that the 
Act as a whole was designed primarily to protect consumers from 
dangerous products. Mr. Justice Frankfurter, for the three dissenters, 
said that the statute in its entirety was intended to protect the ultimate 
consumer. Mr. Justice Rutledge, in his concurring opinion, did not say 
anything specifically about the purpose of the Act, but it seems he 
agreed with the majority on this point. The majority were of the opinion 
that protection of the consumer could not be accomplished without apply- 
ing the Act to the articles controlled by it from the moment of their 
introduction into interstate commerce all the way to the moment of their 
delivery to the ultimate consumer. With this purpose in mind, the 
majority found that the language used by Congress in Section 301 (k) 
broadly and unqualifiedly prohibits the misbranding of articles held for 
sale after shipment in interstate commerce without regard to how long 
after the shipment the misbranding occurs, how many intrastate sales had 
intervened, or who had received the articles at the end of the interstate 
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shipment. They further refused to accept the argument that the trans- 
ferring of the pills to unlabeled boxes did not constitute a misbranding 
of the articles for the reason that the chief purpose of Section 301(k), 
in forbidding the destruction of the label, was to keep it intact for the 
information and protection of the consumer. They found that, to give 
effective protection, this section requires regulation of the label which 
the container bears when the drug reaches the ultimate consumer. It 
was pointed out that the legislative history of the Act leaves no doubt 
that the draftsmen and sponsors of its provisions realized the impor- 
tance of having dangerous drugs properly labeled at the time of use, 
not just at the time of sale. 


The majority opinion relied entirely on the previous case of 
McDermott v. Wisconsin, 228 U. S. 115, as supporting the constitu- 
tional power of Congress under the Commerce Clause to regulate 
the branding of articles that have completed an interstate ship- 
ment and are being held for further sales in purely local or intrastate 
commerce. Mr. Justice Rutledge did not mention the question, and 
the dissenters, like the Circuit Court, seem to have by-passed it by 
construing the Act as inapplicable to the offense charged. 


The questions which will confront the Food and Drug Adminis- 
tration, in respect to local dealers of foods and cosmetics, as a result 
of this decision, were given a great deal of thought and attention by 
the justices. The majority recognized that the Circuit Court had empha- 
sized the consequences which would result from applying the Act to 
these situations, in that far-reaching inroads would be made upon the 
customary control by local authorities of traditional local activities. 
They mentioned that, in the argument before the Supreme Court, the 
effect of such a possible coverage of the Act was graphically magnified. 
They were told that its application to these local sales of sulfathiazole 
would logically require all retail grocers and beauty parlor operators to 
reproduce the bulk container label on each individual item when it was 
taken from the container for sale to a purchaser. It would require retail 
merchants to label sticks of candy and sardines when removed from their 
containers for local sale to their customers. 


The majority refused to narrow their interpretation of Sec- 


tion 301(k) by reason of such possible extreme applications of its pro- 
visions and stated that there would be opportunity enough to consider 
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such contingencies should they ever arise. They relied upon the Admin- 
istrator's good sense and discretion as being an adequate protection 
against extreme application of the Act and pointed out that the provisions 
of Section 306 thereof permit the Administrator to excuse minor viola- 
tions with a warning if he believes that the public interest would thereby 
be adequately served, and that Section 405 would permit some relaxa- 
tion of the labeling requirements which might otherwise impose a burden 
on retailers out of proportion to their value to the consumer. 


This reaffirmation and extension of the doctrine of McDermott v. 
Wisconsin may have the practical effect of bringing about closer con- 
formity of state laws to the Federal act. 


Mr. Justice Rutledge, in his concurring opinion, mentions that the 
Act is “long and complicated.” He pointed out that, although Section 
301(k) of the Act deals indiscriminately with foods, drugs, devices, and 
cosmetics, the Act provides separate and differing sections on misbranded 
foods, misbranded drugs and devices, and misbranded cosmetics, and 
there is no single common definition for the misbranding of all these 
commodities, although the sections do contain some common provisions. 
He further pointed out that a comparison of Section 403(k) with Section 
502(f£) of the Act indicated that the doing of a particular act with respect 
to a drug might result in misbranding, whereas the same method of selling 
a food would be proper. The exemptions which could be made by the 
Administrator under Section 502(f£) could only be made when com- 
pliance is not necessary for protection of the public health, while exemp- 
tions under Section 403(k) could be made on the ground that compliance 
therewith was impracticable. Thus, the Administrator, in his regulations 
in respect to drugs, could not weigh business convenience against pro- 
tection of the public health. It was only when he found that the labeling 
was not necessary to that protection that he was authorized to create an 
exemption for drugs and devices. Health security was not only the 
first but the exclusive criterion. Thus, under the statute's intent, a much 
more rigid and invariable compliance with the labeling requirements for 
drugs was contemplated than with those for foods, apart from its greatly 
narrowing coverage of the latter. Based on the foregoing factors with 
relation to the terms of the Act, Mr. Justice Rutledge reached the con- 
clusion that the meaning of the words “any other act” is variable in 
relation to the different commodities and the sections defining their 
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misbranding, and that the decision in this case did not rule the corner 
grocer selling candy. 


While there would seem to be no question but that the labeling 
required on foods is different from that required on drugs, the conclu- 
sion that, because it is variable, the meaning of the words ‘‘any other 
act” is variable is not entirely clear. Mr. Justice Frankfurter, in his 
dissenting opinion, disagreed entirely with Mr. Justice Rutledge on 
this point and stated that it could not be that a transfer from a jar 
(the bulk container). to a small paper bag without transferring the 
label of the jar to the paper bag is “any other act’’ when applied to 
a drug, but not “any other act” when applied to candies or cosmetics. 


Mr. Justice Rutledge commented on the duty of the Administrator 
to issue regulations exempting foods from the labeling requirements of 
the Act in those instances where. by reason of the local nature of the 
transaction, such labeling would not be required. He pointed out that 
there must be many more instances where compliance with the labeling 
requirements for foods will be “‘impracticable’’ than where compliance 
with the very different requirements for drugs will not be ‘necessary for 
the protection of the public health.” It was Mr. Justice Rutledge’s opinion 
that it would be a violation of duty for the Administrator to fail to provide 
for such exemptions with reference to foods and cosmetics in those 
cases where compliance was impracticable, and that wherever it was 
made to appear that a violation was a “‘technical, innocent’ one, the 
prosecution should be stopped by the court, if the Administrator should 
have failed in his duty to make such exemption as required by 
Section 403(k). 


At the Third Annual Meeting of the Section on Food, Drug and 
Cosmetic Law of the New York State Bar Association on January 22, 
1948, the Section authorized the chairman, Mr. Charles Wesley Dunn, 
to appoint a special committee to confer with the Food and Drug Ad- 
ministration on any appropriate regulations under the Act relating to 
retail sales. 


The Administrator had indicated at that meeting that he wished 
to take appropriate action in accordance with the suggestions of Mr. 
Justice Rutledge on this point and that he would welcome any assistance 
he could get with respect to this problem. The Administrator and the 
members of this committee have been giving exhaustive study to the far- 
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reaching problems which are presented in connection with promulgating 
appropriate regulations relating to such retail sales, and that regulations 
may be expected as soon as these studies are completed. 


In addition, Mr. Justice Rutledge speculated on the possibility of 
forcing the Administrator to issue such regulations by mandamus, but 
did not pursue the question further. The implication from his language 
is not clear. It is the opinion of the writer, however, that it would not 
be appropriate to proceed against the Administrator by way of man- 
damus if he should not issue regulations on this point. The sections 
of the Act which contain the provisions authorizing the issuance of 
regulations to establish exemptions from specified statutory require- 
ments do not prescribe a procedure for, nor require hearings prior to, 
the issuance of such regulations. Regulations of this type would seem 
to be ‘‘rules’”’ of a substantive character for which no agency hearings 
are required and which are subject to the procedure for rule making 
prescribed in Section 4 of the Federal Administrative Procedure Act. 
While they are rules of a substantive nature, they are negative 
in character, and their provisions are within the discretion of the 
Administrator. The Federal Administrative Procedure Act requires 
that such regulations should be issued after public notice of in- 
formal hearing and an opportunity for submission of argument. In 
practice, the Administrator followed this procedure prior to the enact- 
ment of the Federal Administrative Procedure Act. In addition, Sec- 
tion 4(d) of the Federal Administrative Procedure Act provides that 
every agency shall accord any interested person the right to petition for 
the issuance, amendment, or repeal of this type of regulation. How- 
ever, no specific relief appears to have been provided in the event that 
the Administrator refuses to grant such a petition whether for cause 
or arbitrarily. There are no provisions in the Federal Administrative 
Procedure Act that the Administrator could be compelled to issue a 
“rule” exempting certain packages from labeling requirements of the 
Act. However, Section 10(e) of that Act does provide for the review 
of agency actions which are arbitrary or represent an abuse of discre- 
tion or otherwise are not in accord with the law. It is submitted, how- 
ever, that the failure of the Administrator to issue regulations 
exempting certain retail sales from the provisions of the Act would not 
constitute such an abuse of authority. It seems clear that mandamus may 
be invoked to compel the exercise of discretion. Section 10(e) of the 
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Federal Administrative Procedure Act states that the reviewing court 
shall compel agency action unlawfully withheld or unreasonably delayed. 
Such action would compel the Administrator to exercise his discretion, but 
it could not compel him to exercise such discretion in any particular way. 


In conclusion, it seems that, while the sections of the Federal Food, 
Drug, and Cosmetic Act with respect to this type of exemption regula- 
tions are cast in mandatory terms, the only requirement of the Act is that 
the Administrator shall exercise his discretion in issuing regulations 
thereunder. As he has already exercised this discretion by using regula- 
tions under these sections, it would seem that he could not be compelled 
to exercise a different discretion sometime in the future. 


It should be noted that nowhere in the Act is there a provision for 
exempting foods from the requirement that the label shall state the 
name and address of the manufacturer, packer, or distributor and the 
common or usual name of the food, if any there be, nor is there any 
provision for exempting a cosmetic label from showing the name and 
address of the manufacturer, packer, or distributor. It would seem, 
therefore, that, if this decision is applicable to the local retail sales of 
the corner grocer and the beauty parlor operator, they will have to 
label their sticks of candy, sardines, and hair tonics with this informa- 
tion at the time they sell the articles at retail, if such articles moved 
in interstate commerce, unless the Administrator excuses such viola- 
tions of the law as being of too minor a nature to require action on 
his part. 


It is the opinion of the writer that the majority did not rule squarely 
on this question. The language of Mr. Justice Black on this point was 
as follows: “There will be opportunity enough to consider such con- 
tingencies should they ever arise.’’ Mr. Justice Rutledge in his concurring 
opinion said: “* * * the decision does not rule the corner grocer selling 
candy * * *.”” As the dissenters felt the Act did not apply to a retail 
druggist, it seems clear that they would not consider it applicable to 
retail grocers or beauty parlor operators. 


It seems unlikely that the Administrator will ever proceed against 
the corner grocer or the beauty parlor operator for failure to relabel 
with such information the commodities he is selling after transferal 
from the interstate package. Thus, this question will probably never 
be presented to the courts. It is suggested that if it ever is presented, 
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this difficulty might be resolved by considering the differing effects of 
these activities upon interstate commerce. The improper labeling of 
a potent drug might properly be found to constitute a direct burden 
on interstate commerce while the fact that a particular food or a 
cosmetic is not labeled at the time of local sale might not constitute 
any burden at all. Section 901 of the Act provides: 


If any provision of this Act is declared unconstitutional, or the applicability 
thereof to any person or circumstances is held invalid, the constitutionality of the 
remainder of the Act and the applicability thereof to other persons and circumstances 
shall not be affected thereby. 


Thus, it would seem that the court might have found the Act applicable to 
the local sale of a drug, but not applicable to the local sale of foods, 
cosmetics, and other similar articles. The interpretation of this Act by 
the Supreme Court in this decision, despite some of the language used 
therein by various justices, seems to be inconclusive on the question as 
to how far the Federal power may ultimately go, and it seems clear 
that the justices entertained some anxiety about the intrusion of the 
Federal power into purely local matters. If the question with respect 
to labeling of foods and cosmetics is ever presented directly to the 
court, it may find Section 901 helpful in distinguishing between local 
sales of drugs and local sales of foods and cosmetics. It may also 
consider that some of these labeling problems with respect to local 
commerce may come within the rule of de minimis non curat lex. While 
the court in this case made no mention of this rule, its language with 
respect to reliance upon the Administrator's discretion to excuse minor 
violations indicates it may well have had it in mind. 


The language of Mr. Justice Black’s note 2 is somewhat ambigu- 
ous and capable of differing interpretations. It may thus, possibly, 
lead to controversy and litigation. In this note, Justice Black said that 
the statement ‘“Caution—to be used only by or on the prescription 
of a physician’’ would appear to constitute adequate directions. This 
language might be interpreted as meaning that the statement quoted 
with approval therein constitutes (1) adequate directions in every 
instance, or (2) adequate directions under the specific circumstances 
disclosed by the facts in the case. The first interpretation is, of course, 
contrary to the viewpoint of the Administrator as provided in the regula- 
tions with respect to the labeling of drugs. The language in the note 
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probably should be interpreted as confined to approval of the language 
used on the label under the circumstances disclosed in this case. 


- =. 
Food Held Adulterated Although Not Found Unfit for Human 


Consumption . . . The government filed libels against certain cases 
of a canned tomato juice which had been shipped in interstate com- 
merce on the ground that the juice was adulterated within the meaning 
of Section 402(a)(3) of the Federal Food, Drug, and Cosmetic Act 
in that the juice consisted in whole or in part of a decomposed sub- 
stance by reason of the presence of decomposed tomato material. The 
claimant, in its answer, denied that the product was adulterated, and 
alleged that it was neither harmful nor poisonous, but was good and 
safe for human consumption. On motion of the government, the court 
struck from the answer the allegation that the juice was fit for human 
consumption. 


At the trial, the government's evidence showed that the tomato 
juice involved contained mold and decomposed tomato material. There 
was no evidence that the juice was unfit for human consumption as a 
food beyond the showing of the mold and decomposition. The claimant 
introduced evidence which demonstrated that the product was not offen- 
sive to the sense of smell or taste, and that no decomposed material 
was observable to the naked eye. The jury returned a verdict for the 
government, and the claimant appealed from the judgment and decree 
directing the destruction of the tomato juice. 


The Circuit Court ruled that the provision in Section 402(a) (3) 
of the Act that a food should be deemed to be adulterated “if it con- 
sists in whole or in part of any filthy, putrid, or decomposed substance, 
or if it is otherwise unfit for food” means that any food which contains 
filthy, putrid, or decomposed matter is to be deemed adulterated irre- 
spective of whether or not it is fit for food. It concluded that the District 
Court was correct in ruling that the question of whether the tomato 
juice was fit for food was not and should not be considered an issue 
in the case. (Salamonie Packing Company v. United States. United 
States Circuit Court of Appeals for the Eighth Circuit. No. 13,549. 
January 6, 1948. [CCH Food Drug Cosmetic Law Reports § 7073.| 
Certiorari denied March 29, 1948, by the United States Supreme Court. ) 
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While the Circuit Court did not go into detail as to what was 
proven in respect to the amount of mold and decomposed tomato mate- 
rial present in this tomato juice, it is understood that the evidence showed 
that the juice contained quantities of rot that would assure its rejection 
by a housewife of even less than average fastidiousness if she knew 
the condition of the juice. Thus, it would appear that there was some 
evidence introduced at the trial which might have warranted consid- 
eration in respect to the question as to whether the food was or was 
not fit for human consumption. However, the court seemed to feel 
otherwise. Thus, if this case is followed, the question as to whether 
a product must be unfit for food in order to be adulterated will become 
academic in those instances where the food consists in whole or in part 
of any filthy, putrid, or decomposed substance. This means that the 
provision “‘or if it is otherwise unfit for food” does not modify the 
preceding language of the section, but stands alone to take care of 
those cases where the food is unfit even though it may not be filthy, 
putrid, or decomposed. However, it is the administrative policy of the 
Food and Drug Administration to proceed against a food only where it 
consists of filthy, putrid, or decomposed substances to such an extent that 
such condition causes the product to be unfit for human consumption. 


x * * 


The Presence of Small Amount of Filth Held Sufficient to Prevent 
Salvage of Condemned Butter . . . The refusal of the District Court 
to permit the claimant to salvage condemned butter was affirmed when 
it was disclosed that no process was known which would remove soluble 
insect fats from the butter, and the presence of such fats in the butter 
was one of the bases for the condemnation of the butter. The District 
Court's decision was reviewed in 2 Food Drug Cosmetic Law Quarterly 
(1947) 269-270. 

The Circuit Court concluded that it was within the sound discre- 
tion of the trial court to decide whether the reprocessing of condemned 
articles is to be allowed. It further stated that the decision of the trial 
court can only be reversed on appeal for a manifest abuse of discretion. 
It found no such abuse of discretion in the instant case. (338 Cartons, 
More or Less, of Butter, 1209 Cartons, More or Less, of Butter, and 318 
Cartons, More or Less, of Butter, Bowser Sales & Trading Corporation, 
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Claimant, v. United States. United States Circuit Court of Appeals for 
the Fourth Circuit. No. 5629. December 24, 1947. 165 F. (2d) 728. 
[CCH Food Drug Cosmetic Law Reports § 7075].) 


The claimant advanced an ingenious argument to the effect that, 
as the presence of the insect fats could not be detected, no showing 
could be made that such soluble filth was present in the condemned 
butter, and, consequently, all that it was necessary to do in order to 
salvage the butter was to remove the insoluble extraneous matter. It 
further contended that such insoluble extraneous matter was the only 
filth that had actually been proven to be in the product. On this point, 
the Circuit Court quoted with approval the language of the District 
Court to the effect that “Since the butter fat passed through the filters 
it is an inescapable conclusion that insect fat also passed through.” 


The claimant also argued that the amount of insect fat present 
would be of such an infinitesimal quantity that it could not contaminate 
the butter oil. The court recognized that the adulteration of foodstuffs 
could be so slight as to come under the maxim de minimis non curat lex, 
but felt that a contamination of this kind with filth was not one which 
would come within the maxim. In this connection, the court pointed 
out that administrative tolerances for decomposition have been adopted 
by the Food and Drug Administration, but no tolerance for filth in 
butter has ever been established. [The End] 


‘Notes and Comment” is a regular feature 
of the Food Drug Cosmetic Law Quarterly, 
written by Franklin M. Depew, who is of 
counsel for Standard Brands Incorporated. 
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version of CCH's long-accepted Food Drug Cosmetic 
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reporter covering this important three-fold field. Its 
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Drug, and Cosmetic Act, with regulations, rulings, court 
and administrative decisions, forms, and the like — 
plus full texts of other related federal laws. 


And in addition, the statutes, interpretative court 
decisions, and pertinent attorney generals’ opinions 
for all states with ‘‘Copeland-type"’ laws are carefully, 
helpfully reported. Relevant full texts, detailed expla- 
nations, and editorial comments further increase the 
all-around usefulness of the ‘‘Reports’’ for all con- 
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and labeling of foods, drugs, devices, and cosmetics. 
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